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HEALTH  PROMOTION  AND  DISEASE 
PREVENTION 


TUESDAY,  NOVEMBER  19,  1991 

U.S.  Senate, 
Committee  on  Labor  and  Human  Resources, 

Washington,  DC. 

The  committee  met,  pursuant  to  notice,  at  10:05  a.m.,  in  room 
SD-430,  Dirksen  Senate  Office  Building,  Senator  Edward  M.  Ken- 
nedy (chairman  of  the  committee)  presiding. 

Present:  Kennedy,  Pell,  Simon,  and  Wellstone. 

Opening  Statement  of  Senator  Kennedy 

The  Chairman.  The  committee  will  come  to  order. 

Our  hearing  today  will  discuss  two  of  the  most  neglected  aspects 
of  our  health  care  system — health  promotion  and  disease  preven- 
tion. 

Our  Nation  spends  over  $600  billion  on  health  care  each  year, 
yet  less  than  3  percent  will  be  spent  on  health  promotion  and  dis- 
ease prevention  services. 

Over  three-quarters  of  our  national  health  care  costs  are  the 
result  of  diseases  or  injuries  that  are  preventable.  Nine  prevent- 
able chronic  diseases  are  responsible  for  over  50  percent  of  all  the 
deaths  in  the  Nation.  Chronic  diseases  such  as  heart  disease  and 
cancer  are  responsible  for  over  1.5  million  deaths  each  year. 

Cancer  continues  to  be  one  of  the  most  feared  diseases  by  the 
American  people.  One  out  of  four  Americans  will  be  diagnosed 
with  cancer.  One  in  nine  women  will  develop  breast  cancer  at  some 
time  in  their  lives.  In  1991  it  is  estimated  that  175,000  women  will 
be  diagnosed  with  breast  cancer,  and  44,500  women  will  die. 

Breast  cancer  is  particularly  devastating  to  a  young  woman.  Al- 
though lung  cancer  has  surpassed  it  as  a  leading  cause  of  cancer 
death  among  women,  breast  cancer  continues  to  be  the  leading 
cause  of  cancer  death  among  women  age  15  to  54,  in  the  prime  of 
their  lives  and  their  careers. 

Early  diagnosis  and  treatment  are  the  most  important  factors  in 
controlling  this  disease.  We  know  that  30  to  40  percent  of  the 
deaths  could  be  prevented  through  regular  screening  and  early  de- 
tection. 

An  emphasis  on  prevention  can  reduce  the  toll  of  many  of  these 
serious  diseases  that  affect  women. 

Cardiovascular  disease  accounts  for  28  percent  of  all  the  deaths 
among  women.  An  estimated  1.3  million  osteoporosis-related  frac- 
tures occur  each  year,  most  of  them  in  women.  Chlamydia  is  re- 
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sponsible  for  about  500,000  cases  of  pelvic  inflammatory  disease, 
and  infertility  is  a  major  complication  of  this  disease.  Through 
early  detection  and  treatment,  we  can  prevent  150,000  cases  of  in- 
fertility each  year. 

Prostate  cancer  is  the  most  common  cancer  in  American  men.  It 
accounted  for  103,000  new  cases  and  28,500  deaths  in  the  United 
States  in  1989.  The  death  rate  continues  to  rise,  yet  early  detection 
often  leads  to  a  cure. 

A  number  of  infectious  childhood  diseases  are  almost  completely 
preventable  through  routine  immunizations.  Before  the  introduc- 
tion of  the  polio  vaccine  in  1955,  more  than  20,000  paralytic  cases 
occurred  a  year.  Because  of  the  vaccines,  the  last  outbreak,  in  1979, 
totalled  only  10  cases.  Yet  only  20  to  30  percent  of  children  age  2 
and  younger  have  adequate  immunizations. 

Similarly,  measles  can  be  eradicated  by  immunization.  But  in 
1990  we  saw  a  large  and  totally  unnecessary  increase  in  the 
number  of  children  with  measles  with  some  cases  resulting  in 
death  or  severe  disability. 

The  human  costs  of  these  preventable  conditions  are  accompa- 
nied by  staggering  economic  costs.  Cardiovascular  disease  costs  the 
Nation  $135  billion  annually.  Cancer  costs  $70  billion.  Pelvic  in- 
flammatory disease  costs  $2.6  billion.  Osteoporosis-related  fractures 
cost  $10  billion. 

The  lifetime  cost  of  one  child  with  congenital  rubella  is  $354,000, 
yet  it  could  have  been  prevented  if  the  mother  had  been  immu- 
nized at  a  cost  of  $30. 

The  treatment  of  advanced  cervical  cancer  cost  $28,000  for  the 
first  year,  yet  screening  and  early  detection  would  reduce  the  cost 
by  50  percent.  We  pay  billions  of  dollars  a  year  to  treat  diseases 
and  illnesses  that  could  have  been  prevented.  An  ounce  of  preven- 
tion is  worth  a  pound  of  cure  and  can  save  billions  of  dollars,  too. 

The  effectiveness  of  preventive  health  measures  has  been  demon- 
strated time  and  again.  The  control  of  high  blood  pressure  is  one  of 
the  most  effective  means  for  reducing  death  rates  from  heart  dis- 
ease and  stroke.  The  cost-benefit  analysis  of  lead  poisoning  preven- 
tion suggests  that  for  every  dollar  invested  today  we  will  save  two 
in  the  future. 

We  can  do  far  more  to  reduce  the  physical,  emotional  and  finan- 
cial burden  that  result  from  premature  disease,  disability  and 
death. 

Our  hearing  this  morning  will  deal  with  many  of  these  issues, 
and  I  look  forward  to  the  testimony  of  our  witnesses. 

Before  we  start,  I  want  to  especially  commend  my  colleague  from 
Iowa,  Senator  Harkin,  for  his  work  in  this  area.  He  has  taken  a 
leadership  role  in  the  committee  and  in  Congress  in  promoting  in- 
creased emphasis  on  prevention  of  disease  and  disability.  Much  of 
the  Health  Promotion  and  Disease  Prevention  Act  of  1991  is  the 
result  of  his  work. 

At  this  time  I  would  like  to  submit  for  the  record  prepared  state- 
ments of  Senators  Harkin,  Bingaman,  and  Hatch. 

[The  prepared  statements  referred  to  follow:] 
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Prepared  Statement  of  Senator  Harkin 

Mr.  Chairman,  I  want  to  thank  you  for  calling  today's  hearing. 
As  you  know,  shifting  our  focus  in  health  care  towards  prevention 
has  been  a  top  priority  of  mine. 

I  believe,  Mr.  Chairman,  that  the  most  fundamental  flaw  in  our 
health  care  system  today  is  its  preoccupation  with  patching  and 
mending  and  its  virtual  neglect  of  prevention  and  health  promo- 
tion. What  we  really  have  in  America  is  not  a  health  care  system 
but  a  "sick"  care  system.  Over  half  of  the  more  than  $700  billion 
we  will  spend  this  year  on  health  care  will  go  to  treat  conditions 
that  are  preventable.  Yet,  only  a  tiny  fraction,  less  than  one  per- 
cent by  some  estimates,  of  our  health  care  budget  is  spent  on  keep- 
ing people  healthy  and  preventing  the  need  for  this  expensive 
treatment  in  the  first  place.  As  a  result,  the  quality  and  length  of 
millions  of  Americans'  lives  are  needlessly  reduced  and  billions  of 
dollars  are  needlessly  wasted. 

Every  day  we  fail  to  act,  more  American  women  die  needlessly  of 
breast  cancer,  more  children  are  damaged  for  life  by  preventable 
conditions  like  measles  and  lead  poisoning,  and  more  older  Ameri- 
cans die  prematurely  from  heart  disease  and  lung  cancer. 

As  it  has  been  in  so  many  other  areas,  Mr.  Chairman,  this  com- 
mittee is  ahead  of  the  pack  on  prevention.  S.  1944,  the  package  of 
bills  the  committee  approved  unanimously  last  week,  makes  great 
improvements  in  a  wide  variety  of  areas  of  disease  prevention  and 
health  promotion.  And  I  am  pleased  that  a  number  of  my  ideas  and 
most  components  of  my  "Prevention  First"  initiative  are  incorpo- 
rated into  that  bill. 

In  addition  to  serving  on  this  committee,  I  am  chairman  of  the 
Appropriations  subcommittee  which  funds  our  health,  education 
and  human  services  programs.  In  this  capacity,  I  worked  hard  with 
my  colleagues  to  increase  support  for  key  prevention  programs,  in- 
cluding maternal  and  child  health,  childhood  immunizations,  and 
breast  and  cervical  cancer  prevention,  in  the  fiscal  year  1992  ap- 
propriations bill.  We  were  able  to  increase  funding  for  these  pro- 
grams by  nearly  $300  million,  or  about  30  percent  over  last  year's 
level.  And  we  paid  for  most  of  that  increase  by  rejecting  $218  mil- 
lion in  increased  administrative  spending  proposed  by  President 
Bush.  We  turned  bureaucratic  excess  into  better  prenatal  care,  in- 
creased paperwork  into  more  cancer  screening  for  the  elderly,  and 
needless  staff  travel  into  increased  drug  abuse  prevention  for 
American  teenagers.  I  am  very  disappointed,  therefore,  that  Presi- 
dent Bush  is  expected  today  to  veto  this  bill  which  will  do  so  much 
to  improve  the  health  care  available  to  Americans. 

Through  these  appropriations  actions,  this  hearing  and  a 
through  passage  of  S.  1944,  we  are  making  a  downpayment  on 
what  needs  to  be  done  to  turn  our  "sick"  care  system  into  an 
American  "health"  care  system  of  which  we  can  be  proud.  I  look 
forward  to  the  testimony  of  our  distinguished  colleagues  and  other 
expert  witnesses  this  morning  and  to  continuing  to  work  with  all  of 
you  to  make  prevention  a  centerpiece  of  health  care  reform. 
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Prepared  Statement  of  Senator  Bingaman 

Mr.  Chairman,  I  am  pleased  that  you  are  holding  this  hearing 
today,  and  I  want  to  commend  your  for  demonstrating  such  a 
strong  commitment  to  improving  the  health  and  well  being  of  all 
Americans.  I  am  convinced  that  through  your  considerable  legisla- 
tive efforts,  our  nation's  quality  of  life  can  be  significantly  im- 
proved. 

I  wish  I  could  have  actively  participated  in  today's  hearing  be- 
cause I  know  you  will  be  hearing  important  testimony  from  very 
knowledgeable  and  dedicated  experts  in  the  fields  of  health  promo- 
tion and  disease  prevention.  Unfortunately,  Mr.  Chairman,  your 
appointment  of  me  to  the  National  Commission  on  Education 
Standards  and  Testing  prevents  me  from  attending  this  hearing, 
look  forward  to  reviewing  the  hearing  record. 

Mr.  Chairman,  over  the  past  several  days  and  weeks,  we  have 
heard  a  lot  of  talk  in  the  Congress  and  around  the  country  about 
the  need  to  find  real,  lasting,  and  affordable  solutions  to  our  grow- 
ing crisis  in  health  care — a  crisis  that  threatens  to  cripple  our 
nation  and  shatter  our  ability  to  compete  effectively  in  the  21st 
century. 

For  too  long,  we  have  devoted  all  our  resources  to  mending  the 
cracks  in  a  system.  We  have  now  reached  a  point  where  we  cannot 
glue  the  system  back  together.  We  must  examine  the  foundation — 
the  underlying  myths  and  beliefs  about  health  care  in  America. 
And  we  must  create  a  national  strategy  that  will  help  build  a 
healthy,  competitive  America  in  the  21st  century. 

I  believe  that  individual  empowerment  for  good  health  and  dis- 
ease prevention  is  a  crucial  element  of  that  national  strategy.  Mr. 
Chairman,  when  I  say  ' 'national  strategy,"  I  am  not  talking  about 
a  "federal  strategy.  I  am  talking  about  a  strategy  that  includes  ev- 
eryone— all  segments  of  society  from  the  Congress  and  the  adminis- 
tration to  state  governments,  community  leaders,  and  individual 
family  members. 

The  foundation  for  this  strategy  has  already  been  laid  by  Dr. 
Louis  Sullivan,  the  Secretary  of  Health  and  Human  Services.  As 
many  of  my  colleagues  know,  Dr.  Sullivan  deserves  tremendous 
credit  for  his  leadership  role  in  coordinating  the  3-year  develop- 
ment of  a  comprehensive  set  of  health  objectives  for  the  nation.  Dr. 
Sullivan's  developmental  work  culminated  in  the  publication  last 
year  of  a  landmark  report  entitled  Healthy  People  2000. 

Healthy  People  2000  sets  out  three  principal  goals: 

(1)  to  increase  the  span  of  healthy  life  for  Americans; 

(2)  to  reduce  health  disparities  among  Americans; 

(3)  to  achieve  access  to  preventive  services  for  all  Americans. 

To  help  meet  these  goals,  Dr.  Sullivan  and  his  extensive  working 
group  developed  nearly  300  specific  objectives  in  22  priority  areas. 
These  priority  areas  include:  Physical  fitness,  nutrition,  tobacco 
use,  alcohol  and  other  drug  use,  family  planning,  mental  health,  vi- 
olence, accidental  injury  at  home  and  on-the-job,  heart  disease, 
cancer,  HIV  infection,  and  immunization. 

To  help  ensure  that  these  critical  objectives  are  realized  and  that 
the  American  people  understand  and  appreciate  the  importance  of 
the  objectives,  I  recently  introduced  two  pieces  of  legislation  based 
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on  the  Healthy  People  2000  objectives  and  my  work  in  New  Mexico 
with  an  organization  I  helped  establish  several  years  ago,  Health- 
Net  New  Mexico.  I  am  particularly  proud  of  HealthNet  New 
Mexico,  an  annual  state-wide  health  promotion  campaign  that 
relies  heavily  on  public-private  partnerships  and  the  media  to  get 
the  message  of  good  health,  fitness,  and  better  nutrition  to  people 
throughout  New  Mexico. 

Through  legislation  that  I  plan  to  introduce  next  session,  I  hope 
to  ensure  attainment  of  one  of  the  chief  national  objectives  of  the 
"Healthy  People  2000"  report,  that  is,  to  increase  to  at  least  75  per- 
cent, the  proportion  of  the  Nation's  elementary  and  secondary 
schools  that  provide  sequential,  kindergarten  through  12th  grade, 
quality  school  health  education.  Passage  of  this  bill  would  guaran- 
tee that  all  our  nation's  schools  would  be  empowered  to  become 
healthy  American  schools  and  that  Federal  efforts  in  school  health 
education  would  be  coordinated. 

Another  of  my  bills — the  Act  for  a  Fit  and  Healthy  America — 
will  help  States  translate  the  Healthy  People  2000  objectives  into 
state- wide  health  promotion  programs  like  '  'HealthNet  New 
Mexico"  and  is  similar  to  legislation  I  introduced  in  the  99th  and 
100th  Congress  on  this  issue.  My  other  bill  will  help  keep  us  updat- 
ed— through  a  short,  easy-to-understand  annual  report — on  our 
progress,  at  the  national,  state,  and  individual  levels,  toward 
achieving  the  Healthy  People  2000  objectives. 

However,  if  the  new  statewide  health  promotion  programs  that 
my  bill  envisions — and,  indeed,  any  program  aimed  at  encouraging 
progress  toward  the  Healthy  People  2000  objectives  are  to  be  suc- 
cessful, they  must  be  supported  in  every  state  by  strongly-commit- 
ted individuals.  Health  care  providers,  public  officials,  educators, 
businessmen  and  women,  and  people  throughout  the  community 
must  become  personally  committed  to  working  in  partnership  if  we 
are  to  improve  our  nation's  health  care  system  and  ensure  its  via- 
bility in  the  21st  century.  If  any  of  us  fail  to  make  that  commit- 
ment, we  all  will  lose.  And  if  we  are  serious  about  a  commitment 
to  creating  a  Healthy  America  by  the  year  2000,  we  have  a  lot  of 
work  to  do  in  the  next  eight  or  nine  3^ears.  I  look  forward  to  work- 
ing with  you,  Mr.  Chairman,  toward  that  goal,  and  again,  I  look 
forward  to  reviewing  today's  important  testimony.  Thank  you. 

Prepared  Statement  of  Senator  Hatch 

Mr.  Chairman,  any  sincere  attempt  to  improve  the  health  and 
well  being  of  Americans  must  focus  on  prevention  and  the  promo- 
tion of  behavior  conducive  to  good  health. 

We  are  all  familiar  with  the  saying  that  an  ounce  of  prevention 
is  worth  a  pound  of  cure,  yet  each  year  the  cost  to  our  health  care 
system  for  preventable  illness,  injury,  and  disability  runs  into  the 
billions.  Smoking,  the  single  most  preventable  cause  of  death  and 
illness  in  the  United  States,  costs  our  health  care  system  over  65 
billion  dollars  annually.  The  cost  of  pain  and  suffering  from  these 
avoidable  conditions  is  impossible  to  measure. 

Last  week  in  this  committee  we  reported  out  S.  1944,  the 
'  'Health  Promotion  and  Disease  Prevention  Act  of  1991."  The  Pre- 
ventive Health  and  Health  Services  Block  Grant,  reauthorized  in 
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this  bill,  has  provided  an  effective  way  to  pursue  national  health 
objectives,  while  maintaining  state  flexibility. 

The  bill  assists  the  States  in  meeting  the  Year  2000  National 
Health  Objectives  reflected  in  the  Healthy  People  2000  report. 

Several  new  initiatives  in  S.  1944  target  assistance  to  vulnerable 
at-risk  groups  and  focus  on  diseases  that  continue  to  cause  substan- 
tial morbidity  and  mortality.  They  emphasize  adolescent  health, 
women's  health,  minority  health,  and  cancer,  especially  breast  and 
prostate  cancer. 

Cancer  is  still  responsible  for  one  out  of  five  deaths  in  this  coun- 
try, with  breast  cancer  being  the  second  leading  cause  of  cancer 
death  among  women.  An  estimated  one  in  ten  women  will  develop 
breast  cancer  in  the  course  of  her  lifetime. 

S.  1944  also  addresses  our  infant  mortality  problem  by  expanding 
prenatal  and  early  childhood  programs  and  enhancing  our  child- 
hood immunization  efforts. 

While  there  is  still  much  to  be  done  in  this  area  of  health  promo- 
tion and  disease  prevention,  we  know  that  prevention  works. 
During  the  1980's  death  rates  declined  for  three  of  the  leading 
causes  of  death  among  Americans:  Heart  disease,  stroke,  and  motor 
vehicle  crashes.  Not  surprisingly,  much  of  the  progress  corresponds 
with  reductions  in  risk  factors.  The  over  40  percent  drop  in  deaths 
from  heart  disease  since  1970  reflects  better  high  blood  pressure  de- 
tection and  control,  a  decline  in  cigarette  smoking,  and  a  better  un- 
derstanding among  Americans  of  the  harmful  effects  of  blood  cho- 
lesterol and  dietary  fats. 

We  must  continue  our  efforts  to  provide  resources,  education, 
training,  and  guidance.  But,  we  must  not  forget  that  while  it  may 
be  the  role  of  government  to  provide  such  assistance,  it  is  ultimate- 
ly individual  behavior  that  will  determine  its  effectiveness.  As  Sec- 
retary Sullivan  has  said,  "Responsible  and  enlightened  behavior  by 
each  and  every  individual,  truly  is  the  key  to  good  health."  I  look 
forward  to  hearing  from  our  panelists  today. 

The  Chairman.  We  have  some  special  guests  in  our  audience 
today — members  of  the  Congressional  Wives  Organization  Initia- 
tive Against  Breast  Cancer.  We  are  delighted  to  have  them  here 
today.  We  also  have  members  of  NABCO,  the  National  Alliance  of 
Breast  Cancer  Organizations,  and  we  welcome  them,  as  well  as 
members  of  the  National  Breast  Cancer  Resources  Committee. 

We  welcome  a  colleague  and  dear  friend,  the  Senator  from 
Alaska,  who  has  played  an  extremely  important  role  in  sounding 
the  alarm  about  the  importance  oi  prevention  and  routine  health 
examinations. 

We  are  delighted  to  have  him  appear  this  morning.  Whether  you 
are  a  Member  of  Congress  or  Senator  or  an  average  citizen,  it  is 
always  difficult  to  talk  about  particular  health  challenges  that  we 
face.  It  is  rather  intrusive,  and  I  think  that  by  nature  and  disposi- 
tion, none  of  us  are  terribly  eager  to  share  these  kinds  of  personal 
experiences.  But  Senator  Stevens  has  been  really  willing  to  speak 
to  this  issue  as  he  does  to  so  many  other  matters  that  he  cares 
deeply  about,  and  because  of  that  it  makes  an  important  difference 
to  many  of  our  fellow  citizens. 

Ted,  we're  glad  to  have  you  here. 
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STATEMENT  OF  HON.  TED  STEVENS,  A  U.S.  SENATOR  FROM  THE 
STATE  OF  ALASKA 

Senator  Stevens.  Thank  you,  Senator.  I  do  appreciate  S.  1944, 
your  new  act  dealing  with  health  promotion  and  disease  preven- 
tion. 

I  am  here  representing  Senator  Cranston  and  myself  this  morn- 
ing. We  are  two  members  of  our  group  here  in  the  Senate  who 
have  had  cancer,  had  it  diagnosed  and  dealt  with  in  a  different 
way.  Each  of  us  sought  our  own  type  of  care. 

It  is  estimated  that  this  year  122,000  men  will  be  diagnosed  to 
have  prostate  cancer,  and  of  those,  32,000  will  die.  It  is  the  leading, 
most  common  cancer  among  men  and  is  the  second  leading  cause 
of  cancer  death  for  men.  But  there  is  great  hope  now  if  it  is  caught 
early,  and  that's  the  reason  Senator  Cranston  and  I  are  speaking 
out. 

If  it  is  detected  early,  it  is  curable,  and  I  am  here  to  represent 
that.  Thankfully,  I  received  word  just  a  week  ago  last  Friday  of  the 
total  removal  of  the  cancer  from  my  system  due  to  the  operation 
that  I  had. 

I  think  the  real  problem  is  that  less  than  30  percent  of  the  can- 
cers in  American  men  are  detected  early  enough  to  be  in  the  cura- 
ble area.  Often,  men  have  no  visible  or  painful  symptoms.  Prostate 
cancer  will  strike  one  in  11  men.  There  is  a  50  percent  higher  in- 
stance in  black  men  in  America. 

And  Senator,  there  is  an  interesting  environmental  component  to 
this  cancer.  Men  in  Asia  have  almost  no  incidence  of  prostate 
cancer,  but  when  they  come  to  our  country  they  end  up  with  the 
same  rates  as  the  general  male  population.  Similarly,  black  men  in 
Africa  have  a  greatly  reduced  incidence  of  prostate  cancer,  yet 
black  men  in  America  have  a  rate  50  percent  higher  than  other 
men  in  America. 

I  do  think  that  it  is  a  cancer  that  deserves  increasing  attention. 
The  National  Cancer  Institute  is  increasing  its  attention,  but  the 
total  amount  spent  on  cancers  for  the  male  system  are  about  $16- 
$17  million  per  year  in  the  total  research  area. 

We  think  much  more  needs  to  be  done  because  of  this  environ- 
mental aspect  of  the  cancer  that  strikes  so  many  American  men. 

I  do,  as  I  indicated,  thank  you  for  your  attention  to  the  matter, 
and  I  thank  you  for  the  invitation  to  come  here — I  believe  it  was 
Senator  Cranston  who  suggested  it.  But  I  want  you  to  know  that, 
as  you  say,  one  of  the  difficult  problems  is  that  I've  met  so  many 
men  who  have  had  prostate  cancer  who  just  are  unwilling  to  talk 
about  it;  they  are  unwilling  to  explain  to  other  men  the  fact  that 
early  detection  through  just  a  routine  physical  will  save  a  great 
deal  of  time  and  effort  and  be  a  great  contribution  to  our  society. 

So  I  do  appreciate  the  provisions  in  your  bill  in  particular  that 
deal  with  screening.  I  think  prostate  cancer  ought  to  be  involved  in 
the  screening  systems  that  we  set  up  for  those  who  cannot  afford 
the  health  insurance  or  the  annual  physicals  that  so  many  of  us 
are  able  to  get. 

I  appreciate  the  opportunity  to  be  with  you. 

[The  prepared  statement  of  Senator  Cranston  (with  attachments) 
follows:] 
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Prepared  Statement  of  Senator  Cranston 

U.S.  Senate, 
Washington,  DC,  February  22,  1991. 

Dear  Male  Colleague:  In  the  course  of  coping  with  my  prostate  cancer,  I've 
learned  a  great  deal  that  has  been — to  me — startling.  I  might  well  have  avoided 
much  that  I've  gone  through  in  the  past  few  months  had  I  been  better  informed.  I 
am  writing  to  each  of  you  because  what  I  now  know  might  be  of  help  to  you. 

I  have  learned  that  it  is  probable  that  each  of  us  if  we  live  long  enough  will  devel- 
op prostate  cancer.  I  am  shocked  that  the  two  most  recent  deaths  of  members  of  the 
Senate  and  House,  Sparky  Matsunaga  and  Sylvio  Conte,  were  due  to  prostate 
cancer. 

Fortunately,  prostate  cancer  unlike  many  other  malignancies  is  usually  slow  to 
grow  and  spread.  Unfortunately,  a  good  deal  less  is  known  about  dealing  with  pros- 
tate cancer  than  with  other  cancers  because  its  incidence  is  relatively  rare  until 
men  reach  their  fifties.  It's  only  in  recent  decades  that  so  many  males  have  begun 
to  live  into  their  sixties,  seventies  and  beyond. 

Statistics  are  sparse,  but  one  reputable  study  indicates  that  at  least  10  percent  of 
males  will  have  clinically  detectable  prostate  cancer — which  may  or  may  not  lend  to 
serious  health  problems — in  their  fifties.  This  study  indicates  that  the  percentage 
will  double  with  each  passing  decade.  So  20  percent  will  have  it  in  their  sixties,  40 
percent  in  their  seventies,  and  over  10  percent  in  their  eighties. 

If  a  malignant  prostate  tumor  starts  to  grow,  the  odds  are  that  if  it  is  detected 
early  enough  it  will  not  require  radical  treatment.  That  mine  was  not  detected  as 
early  as  it  might  have  been  was  fundamentally  my  own  fault.  In  1989,  I  neglected  to 
get  my  customary  annual  physical  examination  from  the  Senate  physician  because  I 
was  too  busy. 

I  remembered  to  go  in  for  a  routine  physical  last  fall.  It  was  then  that  Dr.  Robert 
Krasner,  the  Senate  Pysician,  discovered  signs  of  cancer — subtle  signs  that  oncology 
specialists  subsequently  told  me  were  not  that  easy  to  detect  and  that  many  physi- 
cians might  have  missed.  The  malignancy's  actual  presence  was  confirmed  by  a 
biopsy  at  Walter  Reed  Hospital  under  the  direction  of  Dr.  David  McLeod. 

I  remarked  to  Dr.  Krasner  in  the  course  of  all  this  that  I  wished  his  office  had 
reminded  me  to  come  in  for  my  annual  examination  after  I  had  failed  to  show  up 
for  it  the  previous  year.  I  was  startled  when  he  responded  that  for  a  good  number  of 
years  it  has  been  the  practice  of  the  Senate  Physician  not  to  initiate  any  contacts 
with  members  for  any  reason  whatsoever  unless  specifically  instructed  to  do  so  by  a 
Senator.  In  fact,  several  Senate  offices  have  told  the  Capitol  Physician's  office, 
"Never  contact  us.  We'll  contact  you. 

The  record  of  the  Capitol  Physician's  office  in  maintaining  confidentiality  about 
members'  health,  so  far  as  I  know,  has  been  unblemished  at  least  in  recent  years. 
But  apparently  some  members — or  their  staffs — are  more  concerned  about  the  po- 
tential political  consequences  of  any  leak  about  the  member's  medical  needs  than 
they  are  about  his  actual  physical  well-being.  The  result  is  that  the  health  of  all 
members  who  rely  upon  the  services  of  the  Capitol  Physician  are  potentially  being 
deprived  of  the  full  extent  of  those  services. 

My  message  on  this  point  is  a  simple  one:  I  urge  you  to  take  steps  to  insure  that 
the  Capitol  Physician,  if  you  are  depending  upon  his  care  in  any  regular  sense,  feels 
free  to  communicate  with  you  whenever  he  deems  it  appropriate.  I  want  to  stress 
that  it  is  at  my  initiative,  not  Dr.  Krasner's,  that  I  offer  this  unsolicited  advice. 

Dr.  Krasner,  or  your  personal  physician,  can  advise  you  of  certain  physical  signs 
that  can  warn  you  that  you  may  be  developing  prostate  cancer.  I  had  one  of  those 
mild  signs,  but  didn't  know  what  it  signified,  and  ignored  it.  Physicians  also  can 
advise  you  of  certain  tests  beyond  the  standard  digital  exploration  that  can  enhance 
the  early  detection  of  a  prostate  malignancy. 

Once  I  realized  what  I  faced,  I  immediately  consulted  a  number  of  oncologists  who 
are  generally  recognized  as  the  top  practitioners  of  various  forms  of  treatment  such 
as  radiation,  radical  surgery,  or  various  sorts  of  radioactive  implanting. 

I  proceeded  to  receive  the  best  possible  treatment  for  my  particular  condition 
under  the  care  of  the  preeminent  physician  in  his  field,  Dr.  Malcolm  A.  Bagshaw, 
Chair  of  Stanford  University  Medical  Center's  Department  of  Radiation  Oncology.  I 
received  a  course  of  external  beam  radiation  followed  by  surgery  involving  brief  in- 
ternal implantation  of  radioactive  needles  and  the  application  of  heat  to  the  pros- 
tate. The  side  effects  have  been  minimal  considering  the  extent  of  the  treatment. 

Should  you  ever  wish  me  to  do  so,  I'd  be  glad  to  save  you  some  time  and  trouble 
by  sharing  with  you  what  I  learned  about  various  alternative  treatments  and  the 
leading  oncologists  in  this  field. 


I  hope  the  need  will  never  arise,  but  if  it  does,  I'd  be  glad,  of  course,  to  expand 
upon  any  aspect  that  I've  touched  upon  or  left  unsaid  in  this  letter. 
Sincerely, 

Alan  Cranston 


U.S.  Senate,  Committee  on  Appropriations, 

Washington,  DC,  September  9,  1991. 

U.S.  Senate 
Washington,  DC. 

PERSONAL  AND  CONFIDENTIAL 

Dear  :  In  February,  Alan  Cranston  wrote  to  urge  you  to  take  stops  to  ensure 
that  you  take  advantage  of  the  services  of  the  Capitol  physician.  Doctor  Krasner 
and  his  staff  are  available  to  you — but  you  must  initiate  the  schedule  for  an  annual 
medical  examination.  I  know  many  of  you  seek  medical  care  elsewhere,  but  at  least 
25  percent  of  us  have  not  had  an  annual  exam. 

I  spent  a  large  portion  of  the  August  recess  preparing  for  and  success  fully  recov- 
ering from  a  prostatectomy — the  surgical  removal  of  a  cancerous  prostate.  Changes 
in  my  prostate  were  first  noted  by  Dr.  Krasner  in  a  medical  examination  in  his  Cap- 
itol office.  My  surgeon  was  Dr.  David  McLeod  at  Walter  Reed — in  whom  I  have  ab- 
solute confidence. 

What  concerns  me,  as  it  did  Alan  Cranston,  is  that  as  we  live  longer,  American 
males  have  increased  levels  of  prostate  cancer.  Alan  gave  you  these  statistics,  too, 
but  let  me  repeat  them — 10  percent  of  American  males  have  prostate  cancer  in  our 
fifties.  That  doubles — or  more — every  decade.  By  our  eighties,  70  percent  of  Ameri- 
can males  will  have  detectable  prostate  cancer,  and  the  risk  is  higher  in  Black 
American  males. 

Enclosed  is  an  article  by  Ruben  F.  Gittes,  M.D.  of  Scripps  Clinic,  reprinted  in  the 
New  England  Journal  of  Medicine  in  January  1991.  If  Sparky  Matsunaga  or  Silvio 
Conte  had  read  it — and  had  their  annual  physical  and  follow  up  diagnostic  tests, 
before  complications  set  in,  they  would  probably  be  with  us  today. 

Alan  and  I  are  going  to  work  together  to  develop  some  suggestions  for  steps  to 
increase  prostate  cancer  detection  and  focus  research  on  urology  problems. 

But,  only  you  can  find  out  if  you  have  a  problem!  Obviously,  not  all  male  medical 
problems  relate  to  the  prostate — it  is  just  one  of  the  checks  in  a  routine  medical 
exam. 

Please,  make  sure  you  have  a  thorough  medical  examination,  at  least  annually. 
And,  if  you  ever  feel  you  have  a  medical  problem  you  don't  have  the  answer  to — call 
Dr.  Krasner's  office! 
Cordially, 

Ted  Stevens 

P.S.  If  you  didn't  read  Alan  Cranston's  letter — please,  get  it  out  and  read  it  now.  I 
have  not  repeated  all  of  his  message  to  you. 


[Additional  copy  submitted  by  Senator  Stevens  follows:] 
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WASHING  I  ON,  TUESDAY,  SLPTEMULK  10,  IV9I 


Senate 


PROSTATE  CANCER 
Mr.  STEVENS.  Mr.  President,  the 
majority  leader  took  the  time  to  wel- 
come back  our  good  friend,  David 
Pryor,  and  I  do  also.  I  am  happy  to  be 
here  to  do  that,  because  during  the 
past  recess  I  have  a  radical  prostatec- 
tomy, which  is  the  surgical  removal  of 
a  cancerous  prostate.  I  have  taken  the 
occasion  to  write  to  every  Member  of 
the  Senate,  as  did  Senator  Cranston 
after  his  diagnosis,  and  I  want  to  take 
this  occasion  to  urge  Members  of  the 
Senate  to  read  the  letter  from  Senator 
Cranston  and  my  letter. 

During  my  personal  Investigation  of 
this  disease,  I  have  been  struck  by  the 
statistics  that  most  American  men 
have  no  knowledge  of  it.  It  is  the 
second  leading  cause  of  death  from 
cancer,  tied  with  colorectal  cancer  and 
exceeded  only  by  lung  cancer  for 
American  men  As  a  matter  of  fact, 
black  men  in  America  have  twice  the 
rate  of  all  other  males  in  our  country. 
Prostate  cancer  tow  is  the  most 
common  maMgnant  cancer  in  America, 
excluding  skfn  cancer  Because  our  na- 
tional research  expenditures  are  limit- 
ed, many  American  males  have  died 
without  evon  knowing  they  had  pros- 
tate cancer,  or  the  ability  to  find  out 
about  thte  disease. 

Thf?  great  tragedy  is  thai  American 
men  Just  do  not  have  annual  physicals. 
That  annual  physical  meant  much  for 
me,  as  the  Capitol  physician  found  the 
signs  of  aorae  change  in  my  prostate, 
and  the  dJegncais,  through  a  aeries  of 
follow-ups,  showed  that  it  was  cancer.  I 
did,  as  I  said  have  it  removed. 

But  I  think  the  message  really  ought 
to  be  today  that  every  American  male 
should  have  a  physical  exam  once  a 
year  after  he  is  40.  Ten  percent  of 
American  males  in  their  fifties  have 
prostate  cancer,  but  by  the  time  we 
are  in  our  eighties.  70  percent  of 
American  males  will  have  this  disease. 
Really,  it  is  the  prospect  of  early  diag- 
nosis that  gives  hope  for  totaJ  recov- 
ery, which  4s  my  hope  today,  and  I 
hope  that  Senator  Cranston  has  the 
same  results. 


I  once  again,  "Mr.  President,  urge 
Members  to  read  Senator  Cra*jsto*'s 
letter,  to  read  my  letter,  and  I  hope 
that  the  Senate  will  pay  attention 
when  the  various  bills  come  before  us 
as  we  try  to  raise  the  subject  of  how  to 
increase  the  research  into  this  disease. 

It  is  interesting,  Mr.  President,  Asi- 
atics, in  their  home  countries,  have 
almost  no  prostate  cancer.  When  they 
come  to  our  country,  they  have  the 
same  amount  as  American  males. 
There  is  every  indication  that  this  is 
one  of  the  cancers  that  could  be 
caused  by  strictly  environmental  con- 
ditions. It  is  something  on  which  we 
must  follow  up.  It  is  something  to 
which  we  mast  dedicate  more  of  our 
attention,  and  I  hope  to  ask  the 
Senate  to  do  that. 

Mr.  President,  I  ask  unanimous  con- 
sent that  in  the  Record  there  be  print- 
ed, following  my  remarks,  an  article 
that  appeared  tn  the  New  England 
Journal  of  Medicine  by  Dr.  Ruben  F. 
Gittes,  entitled  "Carcinoma  of  the 
Prostate." 

The  PRESIDING  OFFICER.  With- 
out objection,  it  is  so  ordered. 

(See  exhibit  1.) 

Mr.  STEVENS.  This  is  something 
that  I  have  sent  to  every  Member  of 
the  Senate,  and  I  think  it  is  too  bad 
that  every  American  male  cannot  read 

it. 

Exhibit  1 
(From  the  New  England  Journal  of 
Medicine.  Jan.  24.  1991] 
OwcmoMA  or  the  Prostate 

(By  Ruben  F.  Gittes,  M.D.") 
In  the  12  yews  since  the  topic  wa*  last  re- 
viewed in  the  Journal,1  prostatic  cancer  has 
become  the  most  common  newly  diagnosed 
cancer  in  men.  It  Ie  the  cause  of  death  In 
more  than  2&JOO0  men  per  year,  accounting 
for  11  percent  of  cancer  deaths,  third  In 
men  after  lung  and  colon  cancer.' 

Important  questions  remain  about  the 
cause  and  prevention  of  prostatic  cancer, 
but  new  advances  permit  earlier  diagnosis 
and  more  accurate  staging.  Curative  ther- 
apy ia  possible  for  localized  disease  with 
much  less  morbidity  than  previously.  In  ad- 
vanced disease,  androgen-deprivatlon  ther- 
apy remains  the  mainstay  of  treatment. 
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bioloct  un  mnnciOLocT 
Caw<  and  experimental  modeU 
As  t  secondary  sex  gland  affected  by  hor- 
monal KmnUaj  and  is  exocrine  stand  ac- 
cessible to  retrograde  infection,  the  prauu 
might  veil  b«  tauttmw]  by  caxrlnoceiUc 
Influences.  However,  adenocarcinoma  im 
only  rarely  been  Induced  expertmeniaay  to 
toy  animal  model  with  the  use  of  carcino- 
gens or  Injected  hormone*. •  The  few  antral) 
jpodcli  we  have  an  serially  passaged  tju^>r 
Unas  derived  from  spontaneous  turn  on  de- 
tected aerendlpltouily  Is  old  rati  or  from 
human  tupaor  Lines  thai  tan  grow  In  nude 
mice.  The  well-studied  Dunning  tumor  hai 
keen  passaged  In  rats  lor  nearly  10  yean 
and  U  available  tn  androgen-sensitlve  and 


Bade  Investigation  of  cllrlral  and  expert- 
mentally  Induced  prostate  turann  hai  ralaed 
the  possibility  of  Involvement  of  the  ru  on- 
cogenes.' A  new  tumor  line  for  basic  studies 
has  resulted  from  infection  of  fetal  cloaca! 
tissues  with  the  ru  and  mac  oncof  enes  with 
use  of  a  viral  vector  In  mice.' 

Prevalence 

Epidemiologic  studies  have  found  no  con- 
sistent correlation  of  prostatic  cancer  with 
diet,  venereal  disease,  sexual  habits,  smok- 
Int.  or  occupational  exposure.'  However, 
hlftier  serum  testosterone  levels  have  been 
proposed  as  a  major  determinant  of  the  risk 
of  prostatic  cancer.'  as  is  described  below. 

An  astonishingly  hifh  prevalence  of  what 
pathologists  have  interpreted  as  microscopic 
foci  of  well-differentiated  andenocarclnoms 
has  been  found  at  autopsy  in  serial  sections 
of  prostate  elands  considered  Lo  be  normal 
from  men  over  the  age  of  50.  Every  decade 
of  aging  nearly  doubles  the  Incidence  of 
such  tumon— from  10  percent  in  men  in 
their  50s  to  70  percent  in  men  in  their 
80s  ■  "  Since  we  now  estimate  that  there  Is 
only  a  6  to  t  percent  chance  that  a  roan  will 
have  a  clinically  detected  prostatic  cancer  In 
hit  lifetime.'  we  can  estimate  that  at  least  I 
of  10  such  cancers  remain  undetected  and 
clinically  unimportant  for  decades.  8uch  a 
prevalence  of  "latent"  or  ■'Incidental" 
tumors  appears  to  be  unique  to  the  prostate 
(land. 

There  are  wide  feotraphlc  and  racial  dif- 
ferences in  the  incidence  of  clinically  dla? 
nosed  prostatic  cancer,  ranging  from  0.8 
case  per  100.000  populitlon  In  Shanghai. 
Chins,  lo  100.3  per  100. 0O0  imam  blacks  In 
Alameda  County.  California'  Prostallc 
cancer  is  more  common  among  blacks  and 
much  less  common  among  Asians  than 
among  wtiltes.  The  mortality  amonf  men 
with  prostatic  cancer,  also  much  higher 
anions  blacks.' 1  has  been  ascribed  In  part  to 
late  diagnosis. 1 ' 

Several  studies  have  Indicated  that  the  In- 
cidence of  latent  carcinoma  at  autopsy  is 
similar  In  different  ethnic  groups  "  "  Since 
this  would  seem  to  eliminate  a  genetic  basis 
for  the  appearance  of  latent  prostatic  carcl 
noma,  what  accounts  for  the  disparate 
grovth  of  these  tiny  tumors  to  clinically  Im- 
portant size  in  different  countries  and 
races?  An  attractive  but  conjectural  hypoth- 
esis' la  that  It  It  the  serum  testosterone 
level  Since  prostatic  cancers  are  responsive 
to  testosterone,  since  black  men  have  serum 
testosterone  levels  It  percent  hither  than 
white  men."  and  since  a  vegetarian  diet 
alone  may  lower  serum  testosterone  levels." 
the  combination  of  race  and  diet  can  predict 
some  if  not  all  of  the  epidemiologic  spec- 
trum of  prostatic  cancer.  Further  studies 
are  needed  to  test  this  hypothesis 

Pamtnal  clustering  of  clinical  cases  has 
been  observed,  but  no  chromosomal  markers 
or  deletions  have  been  reported.  It  ts  esti- 
mated '>■*'  men  who  have  both  an  affected 
first-decree  relative  (a  brother  or  father) 
and  an  affected  seoond-decree  relative  (an 
uncle  or  grandfather)  have  an  elghtJotd  to- 
crease  to  risk- ' ' 

Patterns  of  froncth  sad  spread 
Tumors  that  trow  so  slowly  a*  to  fce  wlmJ- 
f»iiy  inconsequential  make  up  the  bulk  of 
the  incidental  tumors.'  "  Tumors  that  do 
attain  clinical  tmportancr  arise  principally 
in  the  peripheral  aone  of  the  prostate  gland, 
which  la  usually  palpable  by  rectal  examina- 
tion, and  la  the  transition  aone.  usually  re- 
moved durlnc  transurethral  resection  of  the 
prostate.""  They  frow  peripherally 
Chrourh  the  capsule  of  the  prostate.  "  " 
favoring  the  paasace  through  the  perineural 
apaees  that  perforate  the  capsule  only  al 
the  upper  outer  comer  and  ax  the  apex." 
They  frequently  Invade  the  seminal  vesicles 
and  the  neck  of  the  bladder.  They  rarely 
cross  the  fascial  space  Into  the  rectal  wall 
Their  metastatic  spread  is  both  lymphstlc 
and  hematogenous-  Lymphatic  spread  Is 
asually  orderly  and  affects  the  obturator 
and  lilac  nodes  first"  Hemstoirenous 
spread  occurs  overwhelmingly  to  the  bones 
and  less  so  to  the  lunrs  and  liver  Spins! 
Involvement  frequently  extends  inio  the  er 
Idursl  siwvce  and  is  s  cause  of  extrinsic  com 


Detection  of  prottatic  cancer 
In  asymptomatic  patients,  a  yearly  rectal 
examination  siser  the  age  of  40  remain  Uae 
most  reasonable  screening  technique  (or 
prostatic  cancer.  It  la  estimated  that  12.000 
prostatic  cancers  are  detected  at  a  curable 
stage  every  year  in  this  way."  The  use  of 
other  diagnostic  tests  for  mass  screening  re- 
mains controversial  and  is  being  evaluated 
as  dtsulued  berew.  For  symptomatic  pa- 
tients, with  presumptive  benign  prostatic 
hypertrophy  or  prostatitis  that  may  be 
missing  a  cancer,  the  past  decade  has  wit- 
nessed the  Introduction  «f  two  additional 
and  potentially  powerful  diagnostic  aids— 
transrectal  ultrasonography  and  determina- 
tions of  serum  levels  of  prostate-specific 
antigen. 

Transrectal  avHrasonoeropfty  in  ecrfy 
Selection  sad  biopsy 
Transrectal  ultrasonography,  a  continu- 
ously improving  technique  of  imaging,  has  a 
proved  ability  to  delect  hypoecholc  lesions 
(which  are  consistent  with  the  presence  of 
prostatic  cancer)  as  small  as  5  mm  In  diame- 
ter. It  is  said  to  detect  clinically  Important 
lesions  that  are  out  of  the  range  of  the  ex- 
amining finger,  while  avoiding  the  micro- 
scopic and  still  Inconsequential  lesions  of  In- 
cidental tumors."  "  Transrectal  scanning  is 
an  uiuucucus  procedure.  i"he  instruments 
now  available  are  relatively  Inexpensive  and 
are  becoming  commonplace  in  the  offices  of 
urologists  and  tn  radiology  departments.  All 
have  probes  thai  guide  a  biopsy  needle  and 
document  the  exact  location  of  the  tissue 
extracted. 

A  recently  introduced  biopsy  technique 
that  ts  generally  replacing  the  use  of  both 
conventional  large-bore  needles  for  core  bi- 
opsies" and  flne-needle-asplratlon 
smears  "  Is  the  use  of  an  IntermedJale-cali- 
ber  needle  for  core  biopsies  obtained  with  a 
spring-loaded  biopsy  "gun."  "  "  The  thinner 
needle  (11  gauge  Instead  of  H  gauge)  read- 
ily allows  transrectal  or  transperitoneal 
biopsy  with  less  bleeding  than  previously. 
No  anesthesia  Is  used,  and  the  performance 
of  multiple  biopsies  has  become  quite  ac- 
ceptable. The  biopsy  gun  is  used  alongside 
the  finger  in  the  case  of  palpable  lesions  or 
through  a  biopsy  channel  built  Into  the 
transrectal-ultrasonography  probes  now 
manufactured.  Systematic  multiple  biopsies 
In  a  gridlike  distribution  are  Increasingly 
performed  to  sample  suspected  prostate 
tumors  even  In  the  absence  of  lesions  obvi- 
ous on  ultrasonography  "  Hodge  et  al.  have 
claimed  that  up  to  80  percent  of  biopsies  in 
patients  with  suspicious  findings  on  digital 
rectal  examination  are  now  positive,  includ- 
ing those  In  53  percent  In  patients  with  pre- 
viously negative  digitally  guided  biopsies  " 

Ultrasound  acanning  can  fall  lo  detect  up 
to  JO  percent  of  the  prostatic  lesions  that 
are  easily  palpable  on  rectal  examination, 
because  they  are  isoecboic  Instead  of  hypoe- 
cholc Conversely,  the  ultrasonic  hypoecholc 
appearance  of  small  tumors,  ascribed  to 
their  higher  cellular  density,  overlaps  con- 
siderably with  that  of  nonmallgnant  tissue 
affected  by  Inflammation— only  20  percent 
of  hypoecholc  areas  are  cancerous." 

t/lfrosonoerapny  In  screening /or  prostatic 
estneer 

There  has  been  an  ongoing  controversy 
about  whether  screening  for  prostatic 
cancer  by  ultrasound  examination  has  >  role 
at  all.  Its  enthuatasm  emphasise  the  lim- 
itations for  the  rectal  examination  and  the 
opportunity  that  ultrasound  srsrtnlng  pre- 
sents for  documentation  of  the  ultrasonic 
consistency  of  the  entire  gland.  They  stress 
that  aerial  examinations  can  be  reliably 
compared,  defects  measured  to  the  millime- 
ter, and  of  course,  ultrasound-guided  needle 
blew  carried  out  with  very  Utile  morbidity. 
Others  are  more  skeptical  m  *  about  the  use 
of  sJtrasonography  for  screening.  Sense 
point  eat  thai  there  kt  no  proof  that  the  se- 
lection or  biopsy  of  these  early  lesions 
changes  the  clinical  outlook  for  the  pa- 
tients." Unfortunately,  screening  transrec- 
tal ultrasonography  has  been  marketed  di- 
rectly lo  the  public  in  many  cities  as  a  life- 
asvlng  procedure. 

Proslale-jpeci/ic  sndpen 
In  the  past  decade,  the  search  for  organ- 
specific  substances  in  the  prostate  led  lo  the 
discovery  of  prostate-specific  antigen."  This 
ts  a  glycoprotein  produced  uniquely  in  the 
of  both  benign  and  malignant 
■  cells  and  found  in  no  other  normal 
tissues  or  tumors.*'  Its  unique  organ  speci- 
ficity and  the  wide  availability  of  immuno- 
assays in  kit  form  *  «  quickly  established 
prostate-specific  antigen  as  the  most  sensv 
tive  marker  of  prostatic  cancer.'1  "  effec- 
tively replacing  the  venerable  lest  for  pros- 
uuc  acid  phosphatase  in  almost  ill  situs- 


A  deftnile  elevailen  In  the  level  of 
late-specific  antigen 

aVilarred  glands 
hypertrophy  account 
elevations  ef  the  anti- 
gen fcesod  tn  clinical  practice.'"'  but  an 
antigen  level  over  16  ng  per  nillfliteT  ■  most 
unllkery  to  be  tree  to  benign  prorkatle  hyper- 
trophy alone,  and  urenogtc  evaluation  n  ra- 
dicated. Thus.  BudBon  et  aL"  round  thai 
only  1  percent  of  pa  tern  ts  wtth  benign  pros- 
tatic hypertrophy  bad  antigen  lev  est  over  10 
ng  per  miimjter.  whereas  44  percent  of  pa- 
tients wUh  prostatic  cancer, 
percent  (ST  of  183) 
Stage  A  sr  B  rt'inass  CFlg,  11. 1 
10  ng  per  mPJWter. 
(Figure  not  reproducible  tn  the  Rxcoxu] 
(Figure  1.  Preoperative  Values  for  Pros- 
tate-Specific Antigen  in  Patients  with 
Benign  Prostatic  Hyperplasia  (BPS).  Clini- 
cally Localized  Prostatic  Cancer,  or  Meta- 
static Prostatic  Cancer.  Solid  line  denotes 
the  upper  limit  of  the  level  of  prostate-ape- 
dflc  antigen  In  normal  men.  dashed  line  de- 
notes the  upper  limit  of  patients  with  BFH. 
Reproduced  from  Hudson  et  aL'1  with  the 
permission  of  the  publisher.) 

Injury  to  normal  prostate  tissue  can  raise 
the  level  of  prostate-specific  antigen  for  eev- 
era!  days.  Although  routine  rectal  examina- 
tion has  been  saJd  to  produce  a  brief  false 
positive  elevation  of  the  antigen."  Brawer 
et  al.  were  unable  to  confirm  this  finding  In 
a  formal  study."  The  half-life  of  prostate- 
ipeeific  antigen,  after  the  release  of  a  bolus 
Into  the  blood,  has  been  calculated  to  be 
about  2.2  days  In  one  assay"  and  J.J  days 
In  another"  After  major  trauma,  such  as  a 
transurethral  resection  or  a  needle  biopsy  of 
known  that  the  level  of 
-specific  antigen  can  rise  50-fold  and 
remain  elevated  for  two  weeks."  Prostatitis 
can  elevate  the  level  of  antigen  over  the 
short  term."  as  can  a  prostatic  Infarct. 
These,  ef  course,  are  all  transient  Hmtlassi 
that,  although  they  may  reach  the  range 
found  In  prostatic  cancer,  should  decline  on 
subsequent  determinations- 
Gram  for  gram,  the  average  prostatic 
earner  produces  si.  least  10  times  the 
amount  of  prostate-specific  antigen  that  Is 
produced  by  normal  prostatic  tissue.*" 
Some  small  tumors  seem  lo  have  even  more 
activity,  alth  small  nodules  producing  anti- 
gen at  levels  In  the  range  of  15  to  J«  ng  per 
milliliter.  Some  patients  with  metastatic  dis- 
ease present  with  serum  levels  of  several 
thousand  nanograms  per  milliliter. 

The  role  of  prostate-specific  antigen  in 
screening  for  prostatic  cancer  was  preju- 
diced from  the  start  by  the  fact  that  benign 
prostatic  hypertrophy,  which  Is  very 
common,  is  often  associated  with  a  alight 
elevation  In  the  antigen  level  «  -  It  if 
noteaorthy  that  up  to  JO  percent  of  local- 
ized prostatic  cancers  have  normal  antigen 
values.  •»'  therefore,  it  is  agreed  that  the 
measurement  of  prostate-specific  antigen 
ahouW  not  displace  rectal  examination  In 
the  early  detection  of  prostatic  cancer,  but 
rather  complement  It. 

Cooner  et  al  11  sad  others  11 "  m  "  have 
stressed  the  csenptementtry  use  ef  ultra- 
sound »*"-|"»"~'  and  srwstitf  nwclflc- 
antlgen  testing  In  the  <«-«~-<.  ef  nonpalpa- 
ble prostatic  cancer.  Per  example,  Cooner  s 
group  found  that  of  4T»  men  80  to  6*  years 
of  age  with  normal  rsswJta  an  rectal  exami- 
nation who  were  ati»rfW1  by  the  two  meth- 
ods, the  combtnatlexi  of  a  suspicious  ultra- 
sonogram and  an  etersted  level  of  prosta te- 
epee 1. He  antigen  (over  4.8  ng  per  milliliter) 
Identified  1?  of  U  biopsy  (J5  per- 

eenl)  positive  for  eaneer.  la  a  more  recent 
study  by  Lee  et  si." of  symptomatic  patients 
with  normal  results  on  racial  examination, 
the  presence  of  an  ekrvated  antigen  level 
made  an  abnormal  uHnaaaaemm  a  posture 
predictor  of  cancer  so  S3  percent  ef  esses: 
and  the  presents  ef  both  abnormal  results 
on  rectal  examination  and  an  elevated  level 
of  pronate-speelfie  antigen  raised  the  pod. 
tlve  predictive  value  of  ultrasonography  to 
71  percent."  " 

Sfopnedc  resonance  tmanng  In  ecrfy 
detection 

Newly  developed  small  probes  fcr  trans 
rectal  magnetic  resonance  Imaging  »  have 
shoan  a  startling  degree  of  resolution  and 
sensitivity  for  prostatic  eaneer  as  compared 
with  benign  prostatic  hypertrophy.  This 
technique  may  prevent  unnecessary  biopsies 
and  »ill  undoubtedly  be  spoiled  Increasing- 
ly to  tne  early  diagnosis  of  prostatic  cancer 
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HUtolotfc  pradine  Q/protUilc  carcinovuu 
Am  with  other  type*  of  adenocarcinoma, 
pro* title  tumors  were  tor  many  years 
traded  according  to  the  degree  0/  differen- 
tiation." Although  Indirtdaal  cells  on  be 
graded  according  to  their  rroeteolar  or  nucle- 
ar roundness.**- a*  must  be  done  wtth 
flne-ne^e-a*plr»Uon-biop»y  tpectmeM." 
the  tumor  pitKmi  revealed  under  low 
power  mra-osccrpiesJ  examination  ire  par- 
ticularly distinctive  and  useful  These  pat- 
tern ranee  from  well-differentiated  small 
glands  with  "baek-to-back"  crowding  to 
poorly  differentiated  sheets  or  oardi  of  rai- 
Ugnanl  cell*."  '• 

In  the  put  decade  several  effort!  hare 
been  made  to  adopt  a  uniform  grading 
system  that  would  correlate  with  the  clini- 
cal coarse  of  the  patients."  »•  "  The 
tyslem  of  Oleason  "  (Fig.  11  has  been  Incor- 
porated rapidly  Into  ellnJcal  practice  and  ap- 
pears to  correlate  well  with  other  known 
prognostic  Indicators,  especially  termor 
lise  "  metastases  to  pelrlc  lymph 
nodes,'*-  "  "  and  even  the  level  of  prostate- 
speclfle  antigen." 

CPls-nre  not  reproducible  In  the  Ricots] 
(Figure  2.  Simplified  Drawing  of  the  Olea- 
aon  Grading  System  for  Prostatic  Adenocar- 
cinoma. Fire  distinct  glandular  patterns  are 
identified  and  shown  In  order  of  Increasing 
lack  of  differentiation.  More  than  one  pat- 
tern mar  be  present  la  a  surgical  specimen: 
the  pathologist  Identifies  the  two  predomi- 
nant ones  and  adds  them  to  yield  a  final 
Oleason  trade  it&„  1  +  4 -grade  7).  Repro- 
duced with  the  permission  of  the  publish- 

Blopsy  specimens  of  metastatic  tumors  of 
uncertain  origin  In  men  are  readily  Identi- 
fied u  prostatic  by  the  routine  use  of  1m- 
munohlstochemlcal  testing  for  prostate-spe- 
cific antigen  and  prostatic  acid  phosphatase. 
Prostate-specific  antigen  is  present  in  97 
percent  of  such  tumors,  even  very  undiffer- 
entiated ones,  and  the  test  for  prostatic  acid 
phosphatase  usually  Identifies  the  remain- 
der." 

stacimo  or  nrarrAnc  caned 
The  staging  of  prostatic  cancer  Is  of  cen- 
tral Importance  to  any  discussion  of  therapy 
and  clinical  results.  The  commonly  used 
staging  system!  are  ihown  In  Figure  3.  Stag- 
ing has  become  more  elaborate,  with  the 
possibility  of  Increased  definition  of  lesions 
by  Imaging  and  the  use  of  tumor  markers. 
TFlgure  not  reproducibUe  in  the  R scold] 
(Figure  3.  Staging  of  Prostate  Cancer.  The 
tumor,  node,  and  metastasis  (TNM>  staging 
for  local  tumors  Is  indicated  by  Roman  nu- 
merals I  through  IV.  The  more  elaborate 
Hopkins  system  is  subdivided  to  make  clini- 
cally Important  distinctions,  as  follows: 
Stage  A— microscopic,  not  clinically  palpa- 
ble tumor  (A.,  with  focus  In  less  than  5  per- 
cent of  tissue  examined,  low  grade;  Ai.  with 
multiple  areas  (more  than  6  percent)  or 
Oleason  grade  higher  than  «>:  Stage  B—  pal- 
pable, macroscopic  tumor  B  5  cm  In  di- 
ameter, only  In  one  lobe:  Bi.>1.5  cm  In  di- 
ameter, or  several  nodules  In  both  lobes); 
Stage  C— tumor  with  extracapsular  exten- 
alon.  but  still  clinically  localized  lC.  palpa- . 
bly  extending  Into  aemlnal  reticle  but  not 
fixed  to  pelvic  wall;  C  fixed  to  pelvic  wall); 
and  Stage  D— demonstrated  metastatic 
tumor  (Oi.  metastases  limited  to  three 
pelrlc  nodes  or  fewer  Di.  more  extensive 
nodal  or  extrapelvk  metastases  [e.g..  to 
bone]).) 

Measurement  of  the  prostatic  tumor 
markers,  prostate-specific  antigen  and  pros- 
tatic acid  phosphatase,  and  total-body  bone 
scanning  constitute  the  usual  Initial  staging 
evaluation  of  a  patient  with  proved  prostat- 
ic cancer.  A  positive  bone  scan,  usually  cor- 
related with  the  level  of  prostate-specific 
antigen.  Identifies  the  patients  disease  as 
Stage  D,.  and  makes  elaborate  local  staging 
unnecessary.  If  the  bone  scan  Is  negative. 
CT  or  MRI  is  performed  as  weU  to  evaluate 
the  pelvic  lymph  nodea."  The  extent  of 
local  disease  may  be  defined  better  by  ultra- 
sound scanning  as  an  adjunct  to  the  rectal 
examination."  ^  . 

The  role  of  surgical  pelvic  lymphadenec- 
tomy  In  staging  and  in  planning  for  the  pa- 
tients therapy  has  become  established." 
This  procedure  Is  preliminary  to  radical 
prostatectomy  (described  below):  if  the 
frozen  sections  are  positive,  no  surgical  at- 
tempt at  a  cure  la  made.  The  usefulness  of 
this  procedure  has  been  reinforced  by  the 
abandonment  of  lymphangiography  and  the 
poor  sensitivity  of  CT  and  MRI."  " 

Early  hopes  that  lymphadenec  tomy  of  mi- 
croscopic metastases  might  be  therapeutic 
have  been  dispelled,  because  longer  periods 
of  follow-up  have  shown  the  Inevitable  ap- 
pearance of  a  distant  recurrence  In  patients 
*1lh  even  minimal  Involvement  oi  lymph 
nodes." 


TKXATXZKT  Of  lOCAllHD  I  STAGES  A  AJTD  Si 
r»OSTATIC  CAHCta—  1ADLAT10B  rXXSOS  SCTt- 
OEKT 

Patients  with  Stage  A  prostatic  cancer 
are  usually  assigned  to  watchful  waiting 
unless  they  are  relatively  young."  Radical 
prostatectomy  and  radiation  therapy  both 
offer  curative  treatment  in  patients  with 
early  disease  that  Is  limited  to  the  prostate 
(Stages  A..  B„  and  B,).  Neither  method  has 
proved  statistical  superiority  in  Its  effective- 
ness." A  prospective  randomized  study  by 
the  Veterans  Affairs  Oncology  Oroup  In 
which  patients  were  assigned  to  either  radi- 
ation therapy  or  surgery  after  a  negative 
node  dissection  indicated  an  advantage  to 
surgery,  as  shown  by  the  percentage  of  pa 
tients  free  of  recurrence  after  five  years." 
However.  Bagshaw  et  al.  have  retrospective- 
ly analyzed  the  results  of  radiation  therapy 
at  Stanford  University  and  have  suggested 
that  they  are  comparable  to  the  surgical  re- 
sults studied  prospectively  by  the  Veterans 
Affairs  group."  noting  that  »0  percent  of 
the  patients  In  a  subgroup  with  negative  re- 
sults on  lymphadenec  tomy  remained  free  of 
disease  after  five  years.  Retrospective  re- 
views of  surgical  result*  at  several  centers 
suggest  a  favorable  outcome:  the  15-year 
disease-specific  survival  rate  was  93  percent 
at  the  Mayo  Clinic."  89  percent  at  the 
Mason  Clinic,"  and  86  percent  at  Johns 
Hopkins  Hospital."  In  these  series,  disease- 
specific  survival  reached  a  plateau  after  10 
years. 

Nervt-rpartng  radical  pro*  fa  tec  tomy 
Radical  prostatectomy,  available  for  many 
years,  entails  the  removal  of  the  entire  pros- 
tale.  Including  the  capsule,  a  Layer  of  sur- 
rounding connective  tissue,  and  the  at- 
tached seminal  vesicles.  Al  one  time  this  op- 
eration caused  permanent  Impotence  in 
almost  all  patients.  In  a  landmark  contribu- 
tion. Walsh  and  Donker"  determined  the 
anatomical  location  of  previously  over- 
looked nerve  bundles  that  are  required  for 
normal  ere-tlon  of  the  penis.  New  tech- 
niques of  radiation  prostatectomy  can  now 
spare  these  nerves."  and  within  a  year  po- 
tency returns  In  50  to  80  percent  of  patients 
so  treated.  Younger  patients  with  more  lim- 
ited disease  have  the  best  rate  of  recov- 
ery." *• 

Another  advance  has  been  the  notable  re- 
duction In  blood  loss  from  radical  prostatec- 
tomy, because  of  more  accurate  dissection  of 
the  venous  channels  overlying  the  proximal 
urethra  and  the  prostatic  apex."  It  Is  now 
customary  to  have  patients  donate  two  units 
of  blood,  and  with  the  ne*  procedure  they 
rarely  require  more  than  that." 

Although  almost  all  centers  accept  the 
concept  that  radical  prostatectomy  should 
be  aborted  If  positive  pelvic  nodes  are 
found."  the  Mayo  Clinic  group  has  proceed- 
ed with  both  prostatectomy  and  orchiec- 
tomy In  such  cases."  Their  excellent  result* 
are  controversial,  representing  a  combina- 
tion of  early  adjuvant  hormonal  therapy 
and  a  partial  removal  of  Ihe  local  tumor. 

Concern  has  recently  arisen  that  the 
nerve-sparing  procedure  may  Impair  the 
overall  effectiveness  of  the  surgery'."  " 
Longer  periods  of  follow-up  wlU  be  neces- 
sary to  rule  out  the  risk  of  Increased  local 
recurrence.  .  _ 

Complications  of  Radical  Prostatectomy 
Permanent  Incontinence  Is  now  rare,  oc- 
curring In  less  than  2  percent  of  pa 
tients  "  "  The  node  dissection  and  the  rest 
of  the  p-'Mc  Turgery  predUpos*  patient*  tc 
thrombophlebitis  and  lymphocele."  Th« 
frequency  of  lymphocele  i*  Increased  b> 
prophylaxis  with  heparin. "  «  When,  de 
spite  a  nerve-sparing  prostatectomy.  Lmpo 
tence  does  occur  and  Is  of  concern  to  the  pa 
tlent,  self-injections  of  papaverine  or  alpros 
tadil  can  be  used  to  promote  penile  erectlor 
and  are  usually  successful." 
Drop  In  Level  of  Prostate-Specific  Antigen 
With  a  half-life  of  two  to  three  days,  pros 
tate-spectflc  antigen  becomes  undeteetablt 
soon  after  curative  radical  prostatectomy 
The  methods  and  techniques  used  are  so  ac 
curate  and  the  specificity  of  origin  of  any 
detectable  antigen  so  obvious  thai  the  find 
Lng  of  a  measurable  level  after  radical  pros- 
tatectomy leaves  no  doubt  that  there  are  re- 
sidual prostatic  cancer  cells."-  »•■  "  " 
Padicdon  lAerapy 
Interstitial  radiation  using  seeds  of  iodine- 
125  or  gold-198  (brachy-therapy)  was  In 
vogue  for  several  years.  The  early  procedure 
required  open  surgical  exploration,  with 
lymph-node  sampling  and  the  placement  of 
needles  Into  the  substance  of  the  prosute  to 
deposit  the  radioactive  seeds  Superior  re- 
sults were  claimed  In  terms  of  preserving  po- 
tency and  avoiding  Incontinence."  *'  Unfor- 
tunately. In  the  past  10  years  longer  follow- 
up  periods  have  shown  relatively  poor  local 
control  of  the  disease  by  this  method"" 
Some  centers  have  continued  to  sdminister 
Interstitial  radiation,  however,  using  trans- 
perineal  percutaneous  needles  guided  by 
ultrasonography."  " 


rectal 


External-beam  radiotherapy  from  high- 
energy  linear  accelerators  ha*  been  an  es- 
tablished and  well-tested  curative  treatment 
for  localized  prostatic  cancer  for  more  than 
two  decades."."  Newer  energy  sources, 
such  as  proton  beams"  and  neutron 
beams,"  have  been  used  to  reduce  the  scat- 
ter of  the  radiation  effect  further,  but  they 
remain  experimental  and  relatively  Inacces- 
sible. 

The  role  of  radiation  therapy  In  treating 
the  pelvic  lymph  nodes  is  still  controver- 
sial.".'" Surgical  lymphadenectomy  Is  not 
usually  used  for  staging  before  radiation 
therapy,  because  of  the  Increased  morbidity 
of  the  combined  methods.  On  the  hypothe- 
sis that  the  progression  of  microscopic 
tumors  In  pelvic  lymph  nodes  might  be  ar- 
rested by  suboptimal  doses  of  radiation 
therapy,  most  therapeutic  programs  do  ad- 
minister a  wide-field  treatment  of  up  to  SO 
Oy  that  Includes  the  pelrlc  lymph  nodes 
and  then  "  cone  down"  for  additional  ther- 
apy to  the  more  tolerant  region  of  the  pros- 
tale  and  the  Immediate  tissues,  for  a  total 
dose  of  70  Oy."  *•' 

Complications 
Potency  Is  preserved  In  over  half  the  pa- 
tient* who  undergo  radiation.  Thus.  Bag- 
shaw et  aL  reviewed  the  results  In  S32  pa- 
tient* and  found  that  M  percent  were 
potent  after  15  months  and  50  percent  re- 
mained 10  after  7  years."  The  deleterious 
effect  of  the  radiation  appears  to  Involve 
nerve  conduction  less  than  the  patency  of 
the  reaaels  to  the  corpora  cavernosa.1" 

The  Incidence  of  rectal-wall  damage,  for- 
merly an  Important  complication,  hat  been 
greatly  reduced  by  the  use  of  photons  with 
increased  energy  and  by  better  targeting  of 
the  beams.  Temporary  tenesmus,  diarrhea, 
and  mucosal  bleeding  are  usually  the  worst 
problems.  Rarely,  rectal-wall  fibrosis  and 
problems  with  the  function  of  " 
ampulla  are  encountered." 

Level  of  Prostate-Specific  Antigen 
The  course  of  serum  levels  of  1 
clfle  antigen  after  definitive  radiation  for 
'  presumably  localized  prostatic  cancer  tn- 
!  rolves  a  much  delayed  decline,  a*  compared 
with  the  drop  after  surgical  excision,  but 
one  that  remains  very  useful  prognostlcally. 
Serial  values  In  the  Stanford  series  were 
stable  after  one  year  In  49  percent  of  the  pa- 
tient* but  were  increasing  again  In  51  per- 
cent.'"      Progressive  reelevalion  of  the 
values  for  prostate-specific  antigen  Indicate* 
either  a  failure  of  local  treatment  or  the  ap- 
pearance of  overt  systemic  metaatases. 
Resldual  Tumor 
There  has  been  a  controversy  for  several 
years  about  the  Importance  of  residual 
cancer  after  radiation  therapy.  Systematic 
biopsies   of   fully  treated  patients  have 
shown  a  35  to  91  percent  incidence  of  appar- 
ently viable  tumor."-""'*""  and  some  cen- 
ters have  resorted  to  salvage  surgery  In  such 
cases. '"  What  Is  the  clinical  Importance  of 
residual  tumor  after  radiation?  The  correla- 
tion ol  the  presence  of  residual  cancer  after 
i  one  year  with  the  appearance  of  delayed 
distant  metastases  has  been  a  source  of  con- 
|  cem."*""  Progression  u>  Stage  D  disease 
and  mortality  are  both  greatly  Increased  in 
the  subgroup  of  patients  whose  locsl  disease 
seems  to  have  resisted  radiation  therapy  de- 
spite the  absence  of  palpable  local  growth.  ■** 

TTLLATMmT  Of  STACK  C  rHOSTATIC  CAKCD 

Overt  Stage  C  disease.  In  which  there  Is  a 
large  local  lesion  with  extraprostallc  exten- 
sion, ha*  previously  been  treated  primarily 
by  radiation  therapy  with  the  hope  of  a 
cure-"'  or  by  direct  recourse  to  palliative 
hormonal  therapy."'  The  hope  of  a  surgical 
cure  was  only  tentatively  espoused  by  a  few. 
because  of  the  likelihood  (over  50  percent) 
of  positive  peine  nodes  and  the  probability 
of  leaving  residual  extraprostallc  tumor.'" 

Recent  reassessment  of  the  results  of  radi- 
ation therapy  with  ultrasound  examination 
and  measurement  of  levels  of  prostate-ape- 
ciflc  antigen  has  shed  new  light  on  the  ques- 
tion. The  lum  al  curves  were  Identical  tor 
patients  treated  Initially  with  hormonal 
therapy  and  for  those  treated  first  with  ra- 
diation and  then  with  hormonal  therapy  at 
the  time  of  regression. 

Since  more  accurate  staging  by  ultrasound 
examination  and  prcctate-apeclflc-antlgen 
determination  Is  now  available,  a  prospec- 
tive study  for  the  optimal  management  of 
Stage  C  disease  Is  Indicated."*  For  the 
present,  early  antltestosterone  therapy  may 
be  the  least  harmful  and  most  cost-effeeflve 
treatment.'" 
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It  ha  been  men  IhuM  years  since  the 
efTectiveness  of  wl  thill  *f*al  of  lawn  tigress* 
I  In  the  control  of  pnxUUc 


o  pathway*  aav* 

for  the  production  of  an- 
drogens In  the  wmimIImi  body.  The  first 
end  prtmvT  prOnr  ocean  Is  the  tmuo. 
wtth  their  production  of  testosterone.  It  U 
weD  known  that  normal  prostatic  fsmic  and 
most  prostatic  camera  respond  to  I 


production  Is  found  to  the  adrenal 
Relatively  large  ffoantiOei  of  sndiuateiit- 
dione  and  dehjdroeplandrostcrone  are  pro- 
duced there  and  are  considered  to  provide 
about  S  percent  of  the  androgenic  lilrnnU 
aetata  ar  to  prostatic 
array  of  horasBai- 
bito 

those  that  i 
therapy  and  these-  that  trrdude  added  ef- 
fects acainst  adrenal  androgen*  tn  order  to 
attempt  a  total  androgen  blockade. 

jlnriiestosieron*  (terser 

ny  has  been  used 
deftnrthr  and  effec- 
Thli  proce- 
i  an  outpatient  let- 
ting with  the  patient  under  local  anesthesia 
with  minimal  saorbtdtty.1"  Ksuugen  prep- 
arations hare  also  been  used  for  many  dec- 
ades, and  their  anUteitnsterone  mechanism 
t*  well  understood.  They  inhibit  the  secre- 
tion of  pituitary  hiteinlatng  hormone  to 
such  a  point  that  the  circulating  testoster- 
one It  — — t»ti«nr  at  castrate  levels.  Concern 
about  the  side  effects  of  estrogens  Increased 
when  It  was  demonstrated  that  they  could 
alter  platelet  ultKslvnf  and  Increase  the 
Incidence  of  thronrtoemboUe  phenomena  In 
patients  treated  for  prostatic  cancer.'" 
Because  of  this  concern,  daily  doses  of 
dletbylstilbestrol  were  reduced  In  practice 
to  I  mg  per  day.  Doses  of  1  mg  per  say  were 
also  advocated  and  widely  used."*  The  1-mg 
dose  probably  produces  fewer  side  e electa 
bat  It  suppresses  testosterone  to  castrate 
levels  In  only  70  percent  ef  patients. 1,4 
whereas  the  J-rrrg  dose  lrrrartably  produces 
complete  suppression. 

Although  estrogen  therapy  has  been  par- 
tially replaced  by  either  orchiectomy  or  the 
use  of  analogue*  to  lutewirrang- hormone — re- 
teasing  hormone  (LHRH).  ss  described 
below,  'he  main  side  effects  of  estrogen 
therapy  can  be  attenuated,  and  the  drugs 
remain  useful.  OynecomasOa.  once  very 
common.  Is  now  usually  prevented  by  super- 
ficial radiation  to  the  breast  tissue  at  a  dose 
of  up  to  15  Oy  before  the  start  of  ther- 
apy.'" Although  no  results  from  s  con- 
trolled study  have  been  reported,  the  plate- 
let-aggregating effects  of  estrogens  are  man- 
aged In  practice  by  the  dally  use  of  aspirin. 
Since  most  of  the  side  eflects  of  estrogens 
occur  early  In  treatment,1"  pstlent*  with 
well-controlled  prostatic  cancer  who  take 
dtetbylstilbescrol  shovld  box  have  this  ther- 
apy stopped  or  changed  arbitrarily.  If  side 
effects  do  appear,  the  dose  of  diethylxtilbes- 
trol  should  be  reduced  to  1  sng  a  day.  vlth 
monitoring  of  the  levels  of  testosterone  and 
prostate-specific  antigen.'" 

The  third  principal  alternative  for  anil  tes- 
tosterone therapy  Is  the  recently  developed 
family  of  peptides  that  are  artaloiues  ef  hy- 
w* thalamic  TJTRH  These  synthetic  pep- 
tides (reoproHde.  buserelin.  and  goeereilnl 
are  administered  by  parenteral  laisction. 
Tactr  soechanisa  of  action  is  to  ucutiij  the 
receptors  of  LHRH  in  the  pituitary.  InltiaAy 
sum  (listing  the  release  of  tutelntsmg  hor- 
mone and  then  Mocking  the  cut—  him  nt 
stimulation,  of  the  receptors  by  the  endoge- 
nous pulsatile  secretion  of  lutexzUsing  hor- 
mone.'"-'" Depot  pte*arstle«as  ar*  new 
available  that  require  sraly  saonthty  tajec- 
Uon  for  castrate  Imsi  of  testosterone  to  be 
achieved."'  '"  Hot  Bashes  may  occur,  ss 
with  orchiectomy. 

The  advantage  of  the  LHRH  analogues  Is 
that  they  avoid  bath  the  trauma  of  orchiec- 
tomy and  the  side  effects  of  estrogen  ther- 
apy, including  gynecomastia  and  increased 
platelet  adhesiveness.  The  disadvantage  of 
the  newer  nudicatlorts  Is  twofold.  Plrst,  the 
preparations  have  the  potential  tor  ragtid 
worse  run*  of  a  patients  sendtuon  during 
the  Initial  two  weeks  of  paradoxical  stimula- 
tion of  testosterone  release.  The  drugs  are 
therefore  centra  Indicated  for  use  as  the 
only  medics  I  Inn  In  patients  with  painful  In- 
volvement of  the  sptmal  column.  In  whom 
compression  of  the  spinal  eord.  or  even  par- 
aplegia, might  develop.  The  Initial  flsre-up 
can  be  avoided  by  the  concomitant  use  of 
antlandrogeo*  '"  or  the  concomitant  tern 
porary  use  of  estrogens.1"  The  second  dis- 
advantage of  these  depot  peptides  is  their 
high  cost— more  than  t30»  a  month  for  s 
single  Injection 


CoeUiu-ueiSM  aboai  *•*&'  oadrvsra  Uockasls 
The  concept  of  adding  s  blockade  of  adre- 
nal androgens  to  orchiectomy  was  advanced 
by  HuggUt*  aad  Beau  decades  ago  and 
tested  by  the  use  of  rargical  sdrenahsc- 
te**y.u»'»  SjmtarBc  fmciejidrogen*  hsve 
been  available  for  the  tame  purpose  for  an 
ecraally  long-  time.*  "»  among  them  cypto- 
terone  acetate,  nllutamlde.  nulamtd*.  keto- 
conasole.  and  ethers 
etrosm  t 

with  androgens  at  the  receptor  level  tn  pre- 
viously sensitive  eells.  normal  or  rnalirnant- 
Row  being  tested  Is  finasteride,  a  specific  In- 
hibitor of  *«•  reductase  ih«t  permits  testos- 
terone to  be  "spaced"  but  blocks  most  ef- 
fects of  androgen*  an  prostatic  cells  by  pre- 
venting the  formation  of  mhydrotestostcr 
one.'" 

In  the  lrsos  the  concept  of  total  sjrctrogej) 
blockade  was  Klnttoduced. '■» 141  A  prospec- 
tive muiltcesMer  study  In  the  United  States, 
combining  an  l.rTrrrT  analogue  with  flu  ta- 
rn! de  or  placet*,  sawgeated  an  advantage  for 
the  addition  ef  frutsanide  '"  and  led  to  lu 
approval  by  the  Food  and  Drug  Administra- 
tion for  general  us*.  Bui  other  studies  of 
total  blockade  have  failed  to  show  any  ad- 
vantage. A  recent  Danish  mulueenter  study 
combined  s  tlsaflaj-  depot  LTfRH  analogue 
(gosereltni  with  flutamlde  thtrapy  and  com- 
pared the  results  with  those  of  orchiectomy 
In  264  patient*."4  There  was  no  difference 
with  reaped  to  sumtvaj  or  median  tune  to 
detectable  progression.  A  Canadian 
study  '"  of  treatment  wtth  orchiectomy 
plus  placebo  as  eoertpared  with  orchiectomy 
plus  anil  androgens  In  more  than  200  pa- 
tients showed  no  difference  in  the  tunc  u 
detected  progression,  but  there  was  a  longer 
median  survival  with  total  androgen  block- 
ade. Other  studies  recently  reported  from 
Prance  "'  and  Italy  >«•  and  sn  International 
effort  "'  also  failed  to  support  the  supple- 
mentary use  of  ant!  androgen  therapy 
except  to  suppress  the  LHRH  flare-up. 

The  controversial  marginal  advantage  ef 
total  androgen  blockade  must  be  weighed 
sgainst  lis  side  effect*,  especially  diar- 
rhea. "*■"  and  It*  very  high  cost.  The  use  of 
flutamide  has  sooed  about  S200  per  month 
to  the  high  cost  of  therapy  with  depot 
LHRH  alone. 

Chenottieram  /or proitalle  cancer 

Nonhormonal  chemotherapy  has  been  of 
little  value  to  date  In  treating  prostaUc 
cancer.  Prospective  controlled  studies  by  the 
Nstlonal  Prostatic  Csneer  Project  In  the 
first  of  the  r»90s  gave  no  reaf  encourage- 
ment for  the  use  of  available  antimetabo- 
lite* and  cytotoxic  agents.  As  reviewed  by 
Eiaenberger.'"  the  terminal  eotxeae  *f  pa- 
tients who  have  a  relapse  after  receiving 
hormonal  therapy  Is  measured  In  weeks  de- 
spite chemotherapy.  A  caveat  Is  that  most 
candidates  for  chemotherapy,  who  have  not 
responded  to  hormont.  therapy,  remain  re- 
sponsive to  androgens.  They  are  very  bkely 
to  have  severe,  symptomatic  exacerbations 
of  their  already  Perrmnal  disease  If  their 
level  of  androgens  Is  elevated  again.'4*  *4  In 
practice,  patients  who  have  not  undergone 
orchiectomy  must  not  have  their  therapy 
with  estrogen  or  LHRH  stopped,  and  the  ad- 
dition of  exogenous  androgens  mast  still  be 
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The  Chairman.  Thank  you  very  much,  Senator  Stevens. 

Your  prostate  cancer  was  detected  through  a  routine  physical, 
which  detected  the  disease  in  its  earliest  stage,  unfortunately,  our 
other  colleague  Senator  Cranston's  was  detected  at  a  more  ad- 
vanced stage,  indeed  he  points  out  that  he  did  not  get  his  routine 
physical  in  1989.  So  as  you  point  out,  early  detection  is  really  enor- 
mously important. 

Do  you  find  that  some  people  are  almost  reluctant  to  find  out 
whether  they  have  prostate  cancer  because  they  fear  the  treat- 
ment? What  do  you  think — is  this  lethargy  of  people  really  want- 
ing to  find  out  whether  they  may  or  may  not  have  it?  As  I  under- 
stand— and  I  stand  perhaps  to  be  corrected — but  the  prospects  of 
having  prostate  cancer  increase  significantly  with  age,  and  the 
chances  of  men  75  or  80  years  of  age  or  older  having  prostate 
cancer  are  well  beyond  50  percent  or  even  higher.  I'm  just  wonder- 
ing what  you  think  is  the  general  reticence  or  reluctance  of  people 
as  they  get  older  to  get  a  physical  with  rectal  examination:  The 
preventive  steps  which  you  clearly  took  and  which  have  made  a 
very  important  difference,  I  imagine,  in  terms  of  your  own  life,  are 
too  often  ignored  by  many  men. 

Senator  Stevens.  Senator,  I  find  the  older  men  get,  the  more 
they  know  about  prostate  cancer,  the  more  willing  they  are  to  have 
the  examinations  that  might  detect  it.  The  great  difficulty  is  that  if 
they  had  had  similar  examinations  early  in  their  lives,  they  could 
have  had  the  detection  and  the  cure  that  is  possible,  and  through 
some  very  simple  means,  really. 

I  am  of  the  opinion  that  since  it  is  a  cancer  that  deals  primarily 
with  older  men,  it  really  just  doesn't  get  the  kind  of  publicity  that 
other  cancers  do.  But  my  experience  with  this  led  me  to  go  into  a 
lot  of  cancer  statistics  for  men.  There  are  other  cancers — cancer  of 
the  testes,  cancer  of  the  penis,  cancer  of  the  male  genital  system — 
they  are  all  increasing  in  numbers.  And  I  think  the  real  problem  is 
just  that  American  men  have  a  great  antipathy  for  annual  physi- 
cals. 

My  own  father-in-law  passed  away  with  cancer,  and  I  discovered 
he  hadn't  had  a  physical  since  he  got  out  of  the  Navy  in  World 
War  II.  He  was  a  robust  man,  very  healthy,  very  athletic;  he  just 
didn't  believe  in  going  to  see  doctors.  And  that  is  one  of  the  mes- 
sages that  Senator  Cranston  and  I  are  trying  to  convey,  and  that  is 
that  American  men,  particularly  after  age  40,  ought  to  see  a  doctor 
at  least  once  a  year,  and  if  they  do,  they'll  have  a  chance  of  having 
a  much  healthier  life  and  have  greatly  reduced  health  costs 
throughout  their  lives. 

The  Chairman.  Could  you  just  comment  briefly  on  the  treat- 
ment? What  can  you  tell  us  that  could  be  reassuring  in  terms  of 
the  treatment?  Obviously,  you've  had  a  successful  experience  with 
it.  Is  it  something  that  ought  to  be  feared;  or  is  it  something  that  is 
extraordinary  in  terms  of  discomfort?  What  could  you  tell  us? 

Senator  Stevens.  No.  As  a  matter  of  fact,  I  had  a  call  from  a  for- 
eign ambassador  to  the  United  States  who  was  going  to  have  the 
same  operation  I  had,  and  he  was  greatly  in  fear  of  it  primarily,  I 
think,  because  he  was  a  foreigner  in  our  country  and  really  didn't 
quite  understand  some  of  the  things  he  was  being  told. 
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My  symptoms  were  discovered  at  least  2  years  before  I  did  have 
the  operation.  We  watched  it  through  annual  physicals,  and  when 
it  reached  the  point  where  my  doctor  told  me  he  thought  it  was 
continuing  to  expand,  I  had  different  tests.  In  the  last  2  years, 
there  have  been  new  tests  that  have  been  perfected— the  prostate 
specific  antigen,  which  is  a  blood  test  that  does  increase  in  its  level 
as  the  cancer  starts  to  spread.  And  then  there  is  the  transrectal 
ultrasound  concept  that  now  gives  the  additional  test  to  prove 
whether  the  cancer  is  there,  along  with  the  improved  capability  to 
detect  cancer  through  biopsy  of  the  cancer. 

The  operation  itself  that  I  elected  was  the  complete  removal  of 
the  prostate  gland,  and  I've  got  to  tell  you,  Senator,  I  was  out  of 
bed  the  next  morning  and  was  out  of  the  hospital  in  7  days  and 
back  at  work  in  3  weeks,  and  I'm  happy  to  say  I  am  now  back  play- 
ing three  sets  of  tennis  in  the  morning  before  I  come  to  work.  So  it 
is  a  trip  that  is  well  worthwhile,  and  it  is  nothing  to  fear. 

I  am  amazed  how  many  men  really  do  fear  it  and  elect  other 
treatments  that  are  less  successful  because  of  that  fear.  But  I've 
got  to  tell  you  that  I  really  believe  that  the  concept  of  detection 
and  treatment  and  reliance  upon  a  physician  is  essential.  And  I 
also  believe,  as  my  doctor  did,  in  getting  a  second  opinion.  He  in- 
sisted that  I  get  a  second  opinion  before  we  go  ahead  with  the  sur- 
gery, and  that  was  a  very  successful  concept  and  did  convince  me 
that  it  was  necessary  to  move  and  move  quickly. 

The  problem  with  cancer  of  the  prostate  is  that  many  men  will 
live  with  it  and  not  die  of  it;  other  men  will  have  cancer,  and  it 
will  start  to  spread,  and  it  will  expand  beyond  the  capsule  which 
contains  the  prostate,  and  when  that  happens  they  will  have  me- 
tastasized, and  they  will  have  cancer  of  other  organs,  and  it  will  be 
very  difficult  to  treat. 

So  it  is  a  subjective  cancer  and  one  that  needs  to  be  given  subjec- 
tive consideration  in  every,  single  man  and  through  the  concept  of 
trying  to  keep  informed  as  to  whether  there  is  a  problem,  and  if 
there  is  a  problem,  pursue  it  with  the  advancing  technology  today. 

Senator,  I  think  within  the  last  two  and  a  half  years  the  technol- 
ogy for  dealing  with  prostate  cancer  has  come  as  far  as  it  did  in  the 
whole  preceding  time  of  our  medical  history  in  the  United  States. 

The  Chairman.  Just  on  that  point,  you  mentioned  some  of  the 
ways  to  detect  prostate  cancer.  One  of  the  features  of  our  legisla- 
tion is  to  try  and  get  these  successful  procedures  out  into  the  field 
at  the  earliest  possible  time,  which  I  think  is  always  important  and 
is  certainly  important  in  this  particular  disease. 

You  have  been  wonderful  to  share  this  experience  with  us.  We 
know  it  was  difficult  but  your  success  and  testimony  about  the 
positive  aspects  of  early  detection  is  inspiring.  I  think  Americans 
who  hear  you  and  listen  to  you  hopefully  will  be  inspired  to  take 
the  kinds  of  steps  that  you  did  and  to  follow  that  course,  and  that 
can  make  a  very,  very  important  and  powerful  difference  in  their 
lives  and  the  lives  of  the  people  they  care  deeply  about. 

Senator  Wellstone. 

Opening  Statement  of  Senator  Wellstone 
Senator  Wellstone.  Thank  you,  Mr.  Chairman. 
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First  of  all,  I  want  to  apologize  to  Senator  Stevens  for  missing  his 
testimony.  I  did  want  to  start  out  with  a  brief  story  and  then  ask 
one  question  and  make  one  observation. 

Senator  Stevens  and  I  were  once  riding  the  train  together — I 
don't  know  if  you  remember  this  or  not,  Ted — and  he  turned  to  me, 
and  he  said,  "You  know,  some  people,  they  keep  all  that  emotion 
inside  of  them.  You  and  I,  we  let  it  all  out.  We're  going  to  live  a 
long  time."  And  I  am  delighted  to  hear  about  your  clean  bill  of 
health  and  certainly  know  that  you  will  live  along  time.  And  I 
think  it  is  really  quite  courageous  of  you  to  step  forward  and  to  tes- 
tify and  to  speak  out.  I  think  it  provides  a  lot  of  inspiration  to 
other  people. 

I  have  just  two  questions.  One  is — and  if  you've  already  covered 
this,  Senator  Stevens,  I  apologize — but  did  you  have  to  overcome 
some  of  your  own  hesitation  with  the  symptoms  of  actually  going 
to  the  doctor?  Did  you  have  fear  about  this,  and  what  was  that 
fear,  and  what  did  you  have  to  overcome  in  terms  of  your  own  per- 
sonal decisionmaking? 

Senator  Stevens.  Senator,  I'm  going  to  be  the  million  dollar 
man.  I  have  had  an  appendectomy,  a  hernia  operation  and  a  gall 
bladder  operation.  I  am  probably  unique  in  the  sense  that  I  have 
no  fear  of  surgery,  and  in  each  instance  it  has  been  very  successful 
for  me.  So  when  first  my  doctor  and  then  the  surgeon  said  that 
they  thought  an  operation  was  essential,  I  readily  concurred,  and 
I'm  glad  I  did,  because  I'm  convinced  that  if  it  had  gone  on — as  a 
matter  of  fact,  I  had  not  told  you  this,  but  the  pathology  indicated 
that  had  I  waited  even  a  few  more  months,  it  would  have  been  too 
late.  They  can  tell  you  that,  and  we  had  a  second  opinion  on  that, 
too;  I  had  it  checked  a  second  time  just  to  make  sure  because  I 
think  that  is  essential  in  the  message  I'm  trying  to  convey.  Pros- 
tate cancer  is  a  subjective  cancer.  You  cannot  indicate  how  fast  it 
is  going  to  grow  in  any  particular  man,  and  for  that  reason  it  is 
essential  if  you  have  an  indication  that  you  might  be  developing 
some  problem  with  the  prostate  that  you  follow  through. 

There  are  other  procedures  very  early  on  that  can  deal  with  the 
growth  of  and  expansion  of  a  prostate  that  could  very  easily  pre- 
vent cancer  in  and  of  themselves.  So  I  think  that  it  is  essential  to 
have  those  checks.  And  as  I  said  before  you  came,  I  think  it  is  es- 
sential for  every  man  to  have  an  annual  physical  once  a  year  after 
he  is  40,  and  I  think  we  should  make  sure  we've  got  the  funds  for 
those  who  cannot  afford  them  otherwise  to  have  that  kind  of  care.  I 
think  that  is  essential  for  all  of  us. 

Senator  Wellstone.  I  was  going  to  ask  you  whether  you  had  any 
sense,  not  necessarily  in  terms  of  statistics,  of  how  much  of  the 
problem  of  men  not  stepping  forward  has  to  do  with  just  not  being 
real  attuned  to  what  you  need  to  do  for  your  own  health  care,  as 
opposed  to  people  facing  the  financial  barriers.  And  it  sounds  to  me 
like  one  of  the  things  you  are  saying  is  that  we  have  to  make  sure 
that  people  do  have  the  resources  to  be  able  to  have  these  physical 
exams,  because  the  preventive  part  is  the  difference  between  life 
and  death,  if  I  understand  you.  Is  that  correct? 

Senator  Stevens.  It  is.  As  a  matter  of  fact,  as  I  have  learned 
since  I've  been  through  this,  the  impact  upon  black  men  in  Amer- 
ica is  staggering.  I  have  not  mentioned  one  thing,  Paul,  and  that  is 
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we  are  told  once  we  come  through  this  that  we  should  tell  our  sons 
that  they  have  a  higher  risk  of  prostate  cancer  than  the  sons  of 
men  who  do  not  have  prostate  cancer.  I  had  the  unfortunate  task 
of  writing  to  my  sons  and  telling  them  and  urging  them  to  have 
their  annual  physicals  and  have  the  observation  necessary  because 
of  this  advice  that  I  have  received.  And  that  has  got  to  be  a  stag- 
gering duty  to  the  black  men  of  the  United  States  because,  as  I 
said,  they  have  a  50  percent  higher  rate  of  prostate  cancer  than  the 
nonblack  males  in  this  country. 

It  is  something  that  raises  some  interesting  environmental  as- 
pects because  of  the  differences.  That  is  why  Senator  Cranston  and 
I  and  those  in  the  House  who  have  been  involved  in  it  and 
throughout  the  country  are  speaking  out  about  the  whole  concept 
of  research  now,  because  this  is  a  cancer  that  I  am  convinced  is  an 
environmental  cancer;  that  there  must  be  something  in  our  society 
that  causes  us  to  have  such  higher  instance  of  prostate  cancer  than 
men  through  the  world. 

Senator  Wellstone.  Mr.  Chairman,  my  last  point  is  that  I  want 
to  say  for  the  record  that  one  of  the  things  that  I've  learned  in  my 
first  year  here  is  that  you  meet  people  who  you  don't  necessarily 
agree  with  on  every  issue  but  you  come  to  really  like  and  respect, 
and  I'd  put  Senator  Stevens  at  the  top  of  the  list,  and  I  really  mean 
that.  I'm  just  so  delighted  that  you're  here  and  that  you've  said 
what  you  said.  I  think  it  is  really  important. 

And  my  observation  would  be  that  those  of  us  in  the  Senate  are 
fortunate  enough  that  we  have  the  health  care  coverage,  that  we 
can  get  the  best  medical  care,  that  we  have  a  doctor  like  a  Dr. 
Krasner  who  can  encourage  us  and  make  sure  that  we  go  through 
the  annual  physicals.  And  I  think  that's  what  the  chairman  and 
other  people  are  now  trying  to  do  in  the  Senate  and  the  House  is  to 
make  sure  that  that  kind  of  health  care  coverage  the  United  States 
Senators  have,  which  enables  us  to  have  the  preventive  health  care 
and  the  best  of  treatment,  is  available  to  all  citizens  in  this  coun- 
try. I  believe  we  have  to  get  to  that  point. 

Senator  Stevens.  You  are  right,  Senator.  I  want  to  be  quick  to 
point  out,  though,  that  it  is  our  health  insurance  that  pays  for  the 
operations  just  like  everyone  else,  and  I  think  Senator  Kennedy 
has  raised  the  question  of  the  lack  of  coverage  of  so  many  people  in 
this  country  in  terms  of  health  insurance.  There  is  a  great  gap  out 
there  in  terms  of  health  insurance  coverage  among  those  people 
who  are  really  at  risk  in  terms  of  prostate  cancer.  That  has  gotten 
my  attention,  and  I  would  like  to  work  with  you  in  trying  to  close 
that  gap. 

Senator  Wellstone.  Thank  you,  Senator  Stevens. 
Thank  you,  Mr.  Chairman. 

The  Chairman.  About  one  in  five  Americans  has  an  annual 
physical,  less  so  in  terms  of  men  and  higher  in  terms  of  women.  So 
we've  got  a  real  challenge  trying  to  do  all  the  things  we  can  in 
terms  of  preventive  health  care. 

Senator,  thank  you  very  much  for  coming  today.  It  is  a  very  im- 
portant message,  and  as  an  important  member  of  the  Appropria- 
tions Committee,  we'll  be  talking  to  you  about  these  matters. 

Thank  you  very  much. 
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On  our  second  panel,  it  is  a  pleasure  to  welcome  Ms.  Zora  Brown, 
director  of  the  National  Breast  Cancer  Resource  Committee;  Ms. 
Irma  Goertzen,  president  and  CEO  of  Magee  Women's  Hospital; 
Mr.  Paul  Berry,  news  anchor  at  Channel  7,  an  ABC  affiliate  in 
Washington,  DC.  We  welcome  as  well  Mrs.  Berry,  and  we  under- 
stand Tallie  Berry  is  here  as  well,  so  we're  glad  to  welcome  the 
Berry  family.  And  Dr.  Harold  Freeman,  we're  delighted  to  welcome 
you.  Dr.  Freeman  has  an  international  reputation  as  a  cancer  sur- 
geon and  is  chair  of  the  President's  cancer  panel.  We  are  delighted 
to  have  all  of  you. 

Ms.  Brown,  we  look  forward  to  hearing  from  you. 

STATEMENTS  OF  ZORA  K.  BROWN,  DIRECTOR,  NATIONAL  BREAST 
CANCER  RESOURCE  COMMITTEE,  WASHINGTON,  DC;  IRMA  E. 
GOERTZEN,  PRESIDENT  AND  CEO,  MAGEE  WOMEN'S  HOSPITAL, 
PITTSBURGH,  PA;  PAUL  BERRY,  NEWS  ANCHOR,  CHANNEL  7 
(ABC)  NEWS,  WASHINGTON,  DC;  AND  HAROLD  FREEMAN,  M.D., 
CHAIR,  PRESIDENT'S  CANCER  PANEL  AND  DIRECTOR  OF  SUR- 
GERY, HARLEM  HOSPITAL,  NEW  YORK,  NY 

Ms.  Brown.  Good  morning.  I  would  like  to  thank  you,  Senator 
Kennedy,  and  members  of  the  subcommittee  on  health  for  the 
timeliness  of  this  very  important  hearing  on  health  promotion  and 
disease  prevention. 

I  am  here  today  as  a  member  of  the  National  Cancer  Advisory 
Board  of  the  National  Cancer  Institute,  a  member  of  the  DC 
Cancer  Consortium,  and  as  president  of  the  Breast  Cancer  Re- 
source Committee,  but  most  importantly,  as  a  survivor  of  breast 
cancer. 

Breast  cancer  has  riddled  its  way  through  four  generations  of  my 
family.  My  great  grandmother,  grandmother,  my  mothers,  and  my 
three  sisters  and  I  were  all  treated  for  breast  cancer,  and  aunts  on 
both  side  of  my  family  have  been  treated  as  well.  My  18  nieces 
view  themselves  as  time  bombs.  They  do  not  ask  the  question  as  to 
whether  I  will  get  breast  cancer,  but  when  will  I  get  breast  cancer. 

We  know  that  in  our  case  genetics  obviously  plays  an  important 
role.  My  family  has  waited,  watched  and  listened  while  the  new 
process  of  genetic  manipulation  for  the  treatment  of  breast  cancer 
has  been  researched,  discussed  and  debated,  and  we  are  hopeful 
that  its  application  is  as  promising  as  it  sounds. 

We  also  know  that  prophylactic  mastectomy  is  the  only  known 
preventive  treatment  for  breast  cancer.  Prophylactic  mastectomy  is 
recommended  at  age  28  for  women  who  have  a  family  history  like 
mine.  One  of  my  sisters  was  diagnosed  with  breast  cancer  at  the 
age  of  27  and  had  a  bilateral  mastectomy. 

In  spite  of  this  tremendous  family  history,  however,  we  do  have  a 
positive  side.  My  family  has  an  above-average  education  about  this 
disease  and  its  treatment  options.  We  know  that  practicing  breast 
self-examination  is  a  must;  that  annual  physical  examinations  are 
imperative;  that  having  a  mammogram  is  absolutely  essential  and 
that  early  detection  and  treatment  is  our  best  chance  for  surviving 
this  disease. 

When  I  was  22  years  old,  I  had  my  first  mammogram.  The  result 
of  the  mammogram  detected  dysplasia  in  a  section  of  my  right 
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breast.  Approximately  10  years  later,  through  breast  self-examina- 
tion, I  discovered  a  pinhead-sized  lump.  I  had  already  assembled  a 
team  of  doctors  who  would  treat  me,  obtained  the  best  medical  in- 
surance coverage  I  could  afford  and  prepared  myself  psychological- 
ly. As  soon  as  I  discovered  the  lump  I  was  able  to  see  my  doctor 
and  obtained  treatment  immediately. 

I  was  given  several  treatment  options,  including  chemotherapy, 
lumpectomy  along  with  radiation  and  chemotherapy,  or  a  modified 
radical  mastectomy.  Because  of  my  family  history  and  the  informa- 
tion available  to  me  more  than  10  years  ago,  I  chose  to  have  a 
modified  radical  mastectomy. 

In  early  1989,  one  of  my  sisters  who  had  been  diagnosed  and 
treated  for  breast  cancer  12  years  before  had,  for  the  third  time,  a 
recurrence.  This  time,  her  prognosis  was  grim.  She  died  last  De- 
cember. 

We  both  realized,  though,  at  that  time  that  something  more 
needed  to  educate  women  about  this  disease,  and  it  is  as  much  be- 
cause of  my  personal  experiences  as  it  is  my  sincere  concern  for 
the  survival  of  women,  particularly  black  women,  that  I  am  testify- 
ing here  today.  Black  women  have  the  highest  mortality  rate  for 
breast  cancer  among  women  of  all  ethnic  backgrounds. 

With  this  in  mind,  it  is  imperative  that  information  on  the 
causes,  incidence  and  treatment  of  breast  cancer  be  disseminated 
nationally.  Breast  cancer  respects  neither  age,  economic  status,  or 
racial  diversity. 

The  Breast  Cancer  Resource  Committee  was  founded  by  me  and 
my  late  sister,  Belva  Brissett.  We  established  as  our  goal  in  1989 
the  reduction  of  the  mortality  rate  from  breast  cancer  among  black 
women.  The  primary  audience  for  the  efforts  that  we  have  initiated 
have  been  low-income  black  women  in  neighborhoods  that  are  usu- 
ally served  last  or  minimally. 

Questions  concerning  whether  or  not  low-income  women  can  be 
reached  have  been  dispelled.  Yes,  they  can  be  reached,  they  want 
to  be  reached,  and  they  should  be  reached.  And  without  a  doubt, 
black  women  in  the  Washington,  DC  effort  have  benefited  from  the 
efforts  of  the  Breast  Cancer  Resource  Committee  and  from  commu- 
nity hospitals  like  the  Greater  Southeast  Health  Care  system  and 
Howard  University  Hospital  and  from  individuals  like  Dr.  Alfred 
Goldson,  chief  of  radiation  oncology,  and  Dr.  Robert  De Witty,  chief 
of  surgical  oncology  at  Howard  University,  who  have  dedicated 
their  time  to  free  breast  and  cervical  screening  for  low-income,  un- 
insured women  in  the  District  of  Columbia. 

The  number  of  outreach  efforts  has  increased  the  number  of 
black  women  receiving  mammograms  in  DC,  but  unfortunately 
these  efforts  are  still  far  from  sufficient  to  stymie  the  epidemic 
that  is  plaguing  the  black  community.  While  the  survival  rate  for 
white  women  with  breast  cancer  has  increased,  the  survival  rate 
for  black  women  with  breast  cancer  is  steadily  declining. 

On  September  28  of  this  year,  the  Breast  Cancer  Resource  Com- 
mittee invited  500  representatives  of  the  major  black  women's  serv- 
ice and  social  organizations  to  a  symposium  on  breast  cancer.  We 
asked  each  organization  to  include  as  one  of  their  many  communi- 
ty outreach  projects  the  education  and  dissemination  of  informa- 
tion on  breast  cancer  to  low-income  black  women  in  their  commu- 
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nities.  We  asked  them  to  join  this  fight  from  where  they  are — not 
form  a  new  organization,  but  bring  to  bear  the  resources  available 
to  them  to  help  save  our  lives. 

At  the  time  that  this  effort  was  initiated,  I  had  no  idea  what  an 
outpouring  there  would  be  for  information,  data  and  materials  to 
support  our  program.  Today  I  would  like  to  take  this  opportunity 
to  ask  for  your  help  in  continuing  our  efforts  to  educate  women 
about  the  benefits  of  screening  mammography,  surgical  advances 
in  breast  cancer,  the  impact  of  drug  therapy  in  prolonging  disease- 
free  survival,  and  the  role  nutrition  can  play  in  improving  the 
quality  of  life. 

While  it  remains  urgent  that  women  be  exposed  to  the  available 
information  regardless  of  income,  it  is  also  important  that  we  un- 
derstand the  cause  and  find  a  cure  for  breast  cancer;  that  we  seek 
ways  to  reduce  the  incidence  of  breast  cancer;  that  we  reduce  the 
mortality  rate  of  breast  cancer,  and  that  we  ensure  that  women 
over  the  age  of  40  are  able  to  get  a  mammogram  and  that  the 
mammograms  are  of  the  highest  quality.  When  these  challenges 
are  met,  the  net  impact  on  the  health  and  survival  rate  of  breast 
cancer  victims  among  women  of  all  races  will  be  astronomical,  and 
by  extension,  black  women  will  benefit  even  more. 

Even  with  these  efforts,  it  is  still  of  paramount  importance  that 
women  are  made  aware  of  the  strides  and  educated  about  the  ad- 
vances made  in  the  search  for  a  cure.  And  I  would  like  to  take  a 
moment  to  applaud  the  National  Institutes  of  Health  for  creating 
the  Office  of  Research  on  Women's  Cancer  and  appointing  the  very 
capable  Dr.  Vivian  Pinn. 

The  Breast  Cancer  Resource  Committee  is  committed  to  working 
unconditionally  to  ensure  that  black  women,  particularly  low- 
income  black  women,  receive  the  information  and  education  re- 
quired to  make  informed  decisions  concerning  mammography,  self- 
examination,  early  detection  and  treatment,  and  that  access  to 
treatment  is  available  and  affordable. 

Again,  I  would  like  to  applaud  you  for  your  efforts  and  thank 
you  for  convening  this  important  hearing  on  health  promotion  and 
disease  prevention. 

Thank  you. 

The  Chairman.  That  was  very  powerful  testimony.  Thank  you 
very  much.  We  share  your  enormous  concern  for  those  other  mem- 
bers of  your  family  and  all  women  at  risk  in  this  Nation.  It  is  a 
very  revealing  and  distressing  situation,  and  we  admire  your  cour- 
age. 

Ms.  Goertzen,  we  are  delighted  to  welcome  you.  We  know  other 
members  of  the  family,  Senator  Simpson  and  I,  and  we  are  glad  to 
have  you  here.  Thank  you  very  much. 

Ms.  Goertzen.  Good  morning,  Senator  Kennedy,  Senator  Well- 
stone. 

My  name  is  Irma  Goertzen,  and  I  am  president  and  chief  execu- 
tive officer  of  Magee  Women's  Hospital  in  Pittsburgh,  PA.  I  appre- 
ciate this  opportunity  to  speak  to  you  today  about  prevention  and 
about  the  tragedy  of  breast  cancer. 

I  speak  to  you  today  not  only  as  an  observer  of  women's  health 
issues,  but  also  as  a  participant.  Magee  Hospital  for  the  past  80 
years  has  focused  solely  on  the  health  care  needs  of  women  and  in- 
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fants,  and  as  such,  are  quite  concerned  about  the  status  of  women's 
health  in  our  country  and  the  all  too  many  health  problems  that 
women  face — many  for  which  we  have  no  answers. 

Today  my  focus,  as  I  said  is  on  breast  cancer.  I  am  going  to  share 
a  couple  of  statistics  with  you  and  a  few  thoughts  on  how  we  can 
help  women  beat  the  odds  that  they  will  1  day  get  this  disease. 
First,  however,  I  would  like  to  share  with  you  a  story  of  a  couple  of 
women,  the  kinds  of  stories  we  encounter  every  day  at  Magee. 

One  of  these  women  did  not  beat  the  odds  against  breast  cancer; 
the  other  did. 

Diane  was  all  too  familiar  with  the  danger  of  breast  cancer.  It 
had  killed  her  mother  just  5  year  ago  at  the  age  of  47.  Knowing 
that  this  increased  the  likelihood  of  her  getting  breast  cancer, 
Diane  had  diligently  performed  monthly  self-examinations  ever 
since. 

Diane  was  just  past  her  30th  birthday  when  1  day,  she  was  per 
forming  her  regular  routine  self-exam  and  felt  a  lump  in  he 
breast.  The  first  thing  that  came  to  mind  was  her  mother.  He 
second  thought  turned  to  her  doctor,  who  also  felt  the  lump  ar 
referred  her  to  a  surgeon.  The  surgeon,  however,  quickly  discou^ 
ed  the  possibility  of  malignancy  because  of  Diane's  age  and  decir 
not  to  perform  a  biopsy.  This  left  Diane  hesitant,  unsettled, 
she  insisted  upon  a  conclusive  diagnosis.  They  did  a  sonogram 
found  that  this  was  also  inconclusive. 

She  was  told  that  the  lump  was  probably  a  cyst  and  that  it  wuald 
go  away  in  time.  But  the  cyst  did  not  go  away,  and  after  monitor- 
ing its  progress  for  months,  Diane  returned  to  the  surgeon,  who  fi- 
nally removed  the  lump.  The  next  day  the  pathologist's  report  ar- 
rived. Diane's  lump  was  malignant.  She  had  breast  cancer  just  like 
her  mother. 

The  doctor  recommended  a  lumpectomy.  She  sought  a  second 
opinion  and  eventually  underwent  a  segmental  mastectomy,  which 
is  a  procedure  similar  to  a  lumpectomy  in  which  the  lump,  as  well 
as  a  clear  margin  of  healthy  tissue,  are  removed  in  addition  to  the 
lymph  nodes. 

For  Diane,  the  key  to  the  procedure  was  the  lymph  nodes;  if  they 
were  healthy,  she  was  probably  free  of  cancer.  Diane  was  lucky. 
The  lymph  nodes  were  healthy.  The  surgery  was  over,  the  cancer 
scare  gone,  but  now  recovery  had  to  begin.  Diane  completed  six  3- 
week  cycles  of  chemotherapy  and  six  and  a  half  weeks  of  radiation 
therapy. 

Diane  was  lucky.  After  learning  the  hard  way  through  the  death 
of  her  own  mother,  she  knew  enough  to  understand  that  she  suf- 
fered a  high  risk  for  breast  cancer.  She  knew  enough  to  perform 
self-examinations.  She  knew  enough  to  be  uneasy  when  her  early 
fears  were  dismissed  by  her  surgeon.  Her  survival  today  is  a  testa- 
ment to  her  persistence,  to  her  good  sense  and  to  the  many  mir- 
acles of  modern  medicine. 

Judy,  on  the  other  hand,  was  not  so  lucky.  Judy  was  42  years  old, 
with  three  children.  She  was  a  social  worker  who  loved  life.  She 
was  a  fitness  fanatic  who  rode  her  bicycle  15  miles  a  day;  she 
didn't  smoke,  she  didn't  drink,  and  she  had  excellent  eating  habits. 
She  had  no  reason  to  believe  that  she  was  at  risk  of  developing 
breast  cancer. 
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She  was  worried  about  a  friend,  though,  so  when  that  friend 
balked  at  the  idea  of  going  for  a  routine  mammogram,  Judy  offered 
to  go  along  with  her  just  to  keep  her  company  and  to  have  a  mam- 
mogram herself. 

Judy's  mammogram  was  clear.  She  was  healthy. 

Three  months  later,  however,  Judy  detected  a  lump  in  her  breast 
while  sitting  in  the  bathtub.  She  returned  to  the  doctor  who,  after 
a  series  of  tests,  determined  that  Judy  was  in  the  third  stage  of 
breast  cancer — the  final,  most  severe  stage. 

Judy  underwent  every  form  of  treatment  available  to  her — chem- 
otherapy, radiation  therapy.  She  suffered  all  of  the  symptoms — 
fear,  pain,  anxiety,  anger,  and  helplessness.  Most  of  all,  she  la- 
mented that  she  would  never  get  to  see  her  grandchildren,  includ- 
ing the  children  of  her  just-engaged  son. 

Sixteen  months  after  Judy  had  gamely  accompanied  a  friend  to 
the  doctor  for  a  mammogram  just  to  encourage  the  friend,  Judy 
was  dead.  That  was  it.  The  mammogram  wasn't  enough  to  save  her 
life.  The  radiation  therapy  wasn't  enough  to  save  her  life,  nor  was 
the  chemotherapy. 

In  the  end,  all  we  could  do  for  Judy  was  give  her  the  support  to 
cope  with  what  she  knew  to  be  her  fate — and  a  wig  to  mask  the 
effects  of  the  treatment. 

If  I  didn't  know  better,  all  this  would  make  me  sad.  But  I  do 
know  better,  and  instead  of  just  making  me  sad,  it  also  makes  me 
kind  of  mad — mad  because  this  scenario  is  replayed  time  and  time 
again  with  thousands  upon  thousands  of  women  a  year;  mad  be- 
cause too  many  women  do  not  know  what  to  do  to  check  them- 
selves for  signs  of  breast  cancer;  mad  because  even  when  they  do 
know,  our  own  diagnostic  tools  are  too  often  not  good  enough.  And 
mad  because  even  when  we  do  have  a  reasonably  prompt  diagnosis, 
there  are  far  too  many  cases  when  the  treatment  tools  at  our  dis- 
posal simply  do  not  do  the  job. 

Yes,  despite  the  development  of  new  and  better  ways  of  diagnos- 
ing and  treating  breast  cancer,  this  disease  still  affects  far  too 
many  women.  As  you  stated  earlier,  Senator,  the  American  Cancer 
Society  has  predicted  175,900  women  will  develop  breast  cancer  in 
the  United  States  in  1991,  and  an  estimated  45,000  women  will  die 
of  the  disease.  Additional  statistics  show  that  one  of  every  nine 
women  will  develop  breast  cancer  during  her  lifetime.  A  few  years 
ago,  this  number  was  one  in  12,  and  it  is  predicted  that  by  the  year 
2000,  unless  we  do  something,  it  is  going  to  be  one  in  5.  Start 
counting,  ladies. 

What  can  we  do?  How  do  we  get  to  all  of  the  women.  Because  the 
current  best  weapon  against  breast  cancer  is  early  detection,  we  at 
Magee  have  developed  one  of  the  largest  breast  care  systems  in  the 
Nation.  We  have  seven  community  centers  located  throughout  the 
Pittsburgh  area  where  25,000  mammograms  and  4,000  breast  ultra- 
sounds were  performed  last  year.  But  that  is  only  a  small  portion 
of  the  number  of  women  in  Pittsburgh  getting  mammograms.  We 
did  about  40  percent  of  the  mammograms  in  our  community,  and  if 
you  just  take  number  up,  it's  a  very  small  portion  of  women  who 
had  mammograms. 

We  have  also  done  a  lot  of  counseling  and  education  sessions.  We 
feel  that  the  success  of  the  program  in  large  part  to  date  is  due  to 
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the  fact  that  it  is  tailored  to  try  to  address  some  of  the  most 
common  complaints  that  women  have  about  breast  cancer  screen- 
ing— inconvenience,  fear,  fear  of  radiation,  and — a  big  one — discom- 
fort. 

But  this  is  only  a  start.  In  an  attempt  to  prevent  the  disease,  we 
have  set  up  a  genetic  counseling  program  for  women  who  are  at 
high  risk  of  developing  breast  cancer  because  of  family  history  or 
other  associated  risk  factors.  If  an  increased  risk  is  identified  for  a 
particular  woman,  a  tailored  breast  care  program  will  be  recom- 
mended for  her. 

As  an  affiliate  hospital  of  the  University  of  Pittsburgh,  Magee  is 
also  a  research  facility,  able  to  test  and  then,  if  warranted,  quickly 
employ  the  most  up-to-date  technological  advances.  Currently,  our 
physicians  are  conducting  studies  in  stereotactic  breast  biopsy.  This 
is  a  new  nonsurgical  technique  that  is  performed  on  very,  very 
small  lesions  identified  only  through  mammography.  Until  recent- 
ly, women  whose  mammograms  detected  small  breast  lesions  had 
to  undergo  surgical  biopsies.  This  new  technique  will  allow  physi- 
cians to  perform  a  40-minute  procedure  with  only  a  local  anesthet- 
ic. Approximately  100  women  will  be  asked  to  participate  in  this 
study  through  December. 

But  with  prevention  and  research,  we  have  a  very  long  way  to 
go.  Last  Thursday  my  neighbor  told  me  his  daughter  would  be  ad- 
mitted to  our  hospital  on  Friday  for  "just  a  lumpectomy.' '  But  it 
didn't  turn  out  to  be  so  simple.  The  disease  had  spread  throughout 
her  lymph  system  and  her  lymph  nodes,  and  in  the  parking  lot  last 
evening  I  talked  to  her  physician,  who  said  she  has  very  bad  dis- 
ease. She  is  only  30  years  old. 

Breast  disease,  you  see,  is  not  a  disease  limited  to  a  specific  age, 
social  class  or  ethnic  group  of  women.  It  can  happen  to  any 
woman — your  wife,  your  mother,  your  sister,  and  yes,  even  our  30 
year-old  daughters. 

Thank  you  very  much. 

[The  prepared  statement  of  Ms.  Goertzen  follows:] 
Prepared  Statement  of  Ms.  Goertzen 

Good  morning.  Senator  Kennedy,  members  of  the  committee  my  name  is  Irma 
Goertsen  and  I  am  president  and  chief  executive  officer  of  Magee- Women's  Hospital 
in  Pittsburgh,  PA.  I  appreciate  the  chance  to  speak  to  you  today  about  the  tragedy 
of  breast  cancer.  Before  I  begin,  I  would  like  to  take  this  opportunity  to  commend 
you  for  your  leadership  in  the  health  care  arena.  Through  the  work  of  you  and  your 
committee  a  tremendous  amount  of  good  has  been  done  for  women's  health  and  for 
that  we  are  indebted. 

I  speak  to  you  today  not  only  as  an  observer  of  women's  health  issues,  but  also  as 
a  participant.  Magee  hospital — for  the  past  80  years  has  focused  solely  on  the  health 
care  needs  of  women  and  infants,  and  as  such,  are  quite  concerned  about  the  status 
of  women's  health  in  our  country  and  the  all-too  many  health  problems  women 
face — many  for  which  we  have  no  answers. 

Today  I  will  focus  on  breast  cancer.  I  will  share  with  you  a  couple  of  statistics  and 
thoughts  on  how  we  can  help  women  beat  the  odds  that  they  will  one  day  get  this 
disease.  But  first,  however,  I  would  like  to  share  with  you  the  story  of  two  women — 
the  kinds  of  stories  we  encounter  every  day  at  Magee.  One  of  these  women  beat  the 
odds  against  breast  cancer;  the  other  did  not. 

Diane  was  all-too  familiar  with  the  danger  of  breast  cancer.  It  had  killed  her 
mother  just  five  years  ago,  at  the  age  of  47.  Knowing  that  this  increased  the  likeli- 
hood of  her  getting  breast  cancer,  Diane  had  diligently  performed  monthly  self-ex- 
aminations ever  since. 
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Diane  was  just  past  her  thirtieth  birthday  when  one  day,  she  was  performing  her 
regular,  routine  self-examination  and  felt  a  lump  in  her  breast.  The  first  thought 
that  came  to  her  mind  was  her  mother. 

Her  second  thought  was  to  call  her  doctor,  who  also  felt  the  lump  and  referred 
her  to  a  surgeon.  The  surgeon,  however,  quickly  discounted  the  possibility  of  a  ma- 
lignancy because  of  Diane's  age  and  decided  not  to  perform  a  biopsy.  This  left  Diane 
hesitant,  unsettled,  and  she  insisted  upon  a  conclusive  diagnosis.  A  sonogram  was 
performed,  but  even  that  test  was  inconclusive.  She  was  told  that  the  lump  was 
probably  a  cyst,  and  that  it  would  go  away  in  time. 

But  the  cyst  did  not  go  away,  and  after  monitoring  its  progress  for  months,  Diane 
returned  to  the  surgeon,  who  finally  removed  the  lump.  The  next  day,  the  patholo- 
gist's report  arrived.  Diane's  lump  was  malignant.  She  had  breast  cancer,  just  like 
her  mother. 

The  doctor  recommended  a  lumpectomy.  She  sought  a  second  opinion  and  eventu- 
ally underwent  a  segmental  mastectomy,  a  procedure  similar  to  a  lumpectomy  in 
which  the  lump  and  a  clear  margin  of  healthy  tissue  are  removed,  in  addition  to  the 
lymph  nodes. 

For  Diane,  the  key  to  the  procedure  was  the  lymph  nodes.  If  they  were  healthy, 
she  was  free  of  cancer.  Diane  was  lucky.  The  lymph  nodes  were  healthy. 

The  surgery  was  over  the  cancer  scare  gone,  but  now,  recovery  had  to  begin. 
Diane  completed  six  3-week  cycles  of  chemotherapy  and  6V2  weeks  of  radiation  ther- 
apy. 

Diane  was  lucky.  Alter  learning  the  hard  way,  through  the  death  of  her  own 
mother,  she  knew  enough  to  understand  that  she  suffered  a  high  risk  for  breast 
cancer,  knew  enough  to  perform  self-examinations,  knew  enough  to  be  uneasy  when 
her  early  fears  were  dismissed  by  her  surgeon.  Her  survival  today  is  a  testament  to 
her  persistence,  and  her  good  sense  and  the  many  miracles  of  modern  medicine. 

Judy,  on  the  other  hand,  was  not  so  lucky.  Judy  was  42  years  old,  with  three  chil- 
dren. She  was  a  clinical  social  worker  with  a  true  love  of  life.  A  fitness  fanatic  who 
rode  her  bicycle  fifteen  miles  a  day,  she  didn't  smoke,  didn't  drink,  and  had  excel- 
lent eating  habits.  She  had  no  reason  to  believe  she  was  at-risk  of  developing  breast 
cancer. 

She  was  worried  about  a  friend,  though,  so  when  that  friend  balked  at  the  idea  of 
going  for  a  routine  mammogram,  Judy  offered  to  go  along  with  her,  just  to  keep  her 
company,  and  to  have  a  mammogram  herself. 

Judy's  mammogram  was  dear;  she  was  healthy. 

Three  months  later,  Judy  detected  a  lump  in  her  breast  while  sitting  in  the  bath- 
tub. She  returned  to  the  doctor,  who,  after  a  series  of  tests,  determined  that  Judy 
was  in  the  third  stage  of  breast  cancer — the  final,  most  severe  stage. 

Judy  underwent  every  form  of  treatment  available  to  her.  Chemotherapy  and  ra- 
diation therapy.  She  suffered  all  of  the  symptoms — fear,  pain,  anxiety,  anger,  and 
helplessness.  Most  of  all,  she  lamented  that  she  would  never  get  to  see  her  grand- 
children, including  the  children  of  her  just-engaged  son. 

Sixteen  months  after  Judy  had  gamely  accompanied  a  friend  to  the  doctor  for  a 
mammogram — just  to  encourage  the  friend,  Judy  was  dead. 

That  was  it.  The  mammogram  wasn't  enough  to  save  her  life.  The  radiation  ther- 
apy wasn't  enough  to  save  her  life,  nor  was  the  chemotherapy.  In  the  end,  all  we 
could  do  for  Judy  is  give  her  the  support  to  cope  with  what  she  knew  to  be  her  fate 
and  a  wig  to  mask  the  effects  of  the  treatment. 

If  I  didn't  know  better,  all  this  would  make  me  is  sad.  But  I  do  know  better,  and 
instead  of  making  me  just  sad,  it  also  makes  me  mad.  Mad  because  this  scenario  is 
replayed  time  and  time  again,  with  thousands  upon  thousands  of  women  a  year. 
Mad  because  too  many  women  do  not  know  what  to  do  to  check  themselves  for  signs 
of  breast  cancer.  Mad  because  even  when  they  do  know,  our  own  diagnostic  tools  are 
too  often  not  good  enough.  And  mad  because  even  when  we  do  have  a  reasonably 
prompt  diagnosis,  there  are  far  too  many  cases  when  the  treatment  tools  at  our  dis- 
posal simply  do  not  do  the  job. 

Yes,  despite  the  development  of  new  and  better  ways  of  diagnosing  and  treating 
breast  cancer,  this  disease  still  affects  far  too  many  women. 

The  American  Cancer  Society  has  predicted  175,900  women  will  develop  breast 
cancer  in  the  United  States  in  1991,  and  an  estimated  44,500  women  will  die  of  the 
disease  this  year.  Additional  statistics  show  one  of  every  nine  women  will  develop 
breast  cancer  during  her  lifetime.  What  can  we  do?  How  do  we  get  to  all  the 
women? 

Because  the  current  best  weapon  against  breast  cancer  is  early  detection,  Magee 
has  developed  one  of  the  largest  breast  care  systems  in  the  nation.  In  our  seven 
community  centers  located  throughout  the  Pittsburgh  area,  25,000  mammograms 
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and  4,000  breast  ultrasounds  were  performed  last  year.  Countless  counseling  and 
education  sessions  were  conducted  in  1990.  The  success  of  the  program  is  due,  in 
large  part,  to  the  fact  that  it  is  tailored  to  address  some  of  the  most  common  com- 
plaints women  have  about  breast  cancer  screening:  Inconvenience,  stigma,  fear  and 
discomfort.  But  this  is  only  a  start  

In  an  attempt  to  prevent  this  disease,  we  have  set  up  a  genetic  counseling  pro- 
gram for  women  who  are  at  high-risk  of  developing  breast  cancer  because  of  family 
history  or  other  associated  risk  factors.  If  an  increased  risk  is  identified  for  a  par- 
ticular woman,  a  tailored  breast  care  program  will  be  recommended  for  her. 

As  an  affiliate  hospital  of  the  University  of  Pittsburgh,  Magee  is  also  a  research 
facility,  able  to  test  and  then,  if  warranted,  quickly  employ  the  most  up-to-date  tech- 
nological advances.  Currently  Magee  physicians  are  conducting  studies  in  stereotac- 
tic breast  biopsy,  a  new,  non-surgical  technique  performed  on  very  small  lesions 
which  are  detected  through  mammography.  Until  very  recently,  women  whose 
mammograms  detected  very  small  breast  lesions  had  to  undergo  surgical  biopsies. 
This  new  technique  allows  physicians  to  perform  a  40  minute  procedure  with  a  local 
anesthetic.  Approximately  100  women  will  be  asked  to  participate  in  the  study 
through  December. 

Last  Thursday,  my  neighbor  told  me  his  daughter  would  be  admitted  on  Friday  to 
Magee-Womens  hospital  for  "just  a  lumpectomy" — but  it  didn't  turn  out  to  be  so 
simple — the  disease  had  spread  throughout  her  lymph  nodes — she  is  only  30  years 
old.  Breast  disease  is  not  a  disease  limited  to  a  specific  age,  social  class,  or  ethnic 
group  of  women.  It  can  happen  to  any  woman.  Your  wife,  your  mother,  your 
sister — and  yes — even  our  30  year  old  daughters. 

Thank  you  for  this  opportunity  and  I  would  be  happy  to  answer  any  questions. 

The  Chairman.  Thank  you  very  much. 

Mr.  Berry,  we  are  glad  to  have  you  here.  You  are  very  good  to 
come  and  speak  to  us  about  these  issues,  and  we  are  grateful  to 
you  for  your  appearance. 

Mr.  Berry.  Thank  you  very  much,  Senator. 

Good  morning  to  you,  Mr.  Chairman,  and  to  you,  Senator  Well- 
stone.  I  am  thankful  for  the  opportunity  to  address  you  this  morn- 
ing, and  I  applaud  the  time  and  effort  being  put  forth  on  these  all- 
important  issues  and  topics  of  prevention  and  early  detection. 

My  name  is  Paul  Berry,  and  I  live  in  the  District.  I  am  here  with 
my  wife  Amy  and  our  two  children — our  SV2  year-old  son  Talley, 
and  our  2  year-old  daughter  Hudson.  I  am  employed  by  WJLA  TV, 
Channel  7,  as  a  television  news  anchor  and  reporter.  And  while 
there  is  a  very  public  side  to  our  lives,  we  try  to  maintain  a  very 
private  side,  but  in  this  instance  feel  it  important,  indeed  a  duty,  to 
come  forth  with  the  experience  of  what  was  an  all-encompassing 
and  devastating  part  of  our  life. 

We  have  survived  an  uninvited  and  unwanted  dance  with  cancer. 
Because  of  that  survival,  we  owe  it  to  our  God,  to  our  families,  to 
our  friends,  not  to  mention  the  wonderful  doctors,  nurses  and  medi- 
cal staff  at  Georgetown  University  Hospital,  who  helped  to  make 
us  whole  again.  And  we  owe  it  to  our  children,  who  were  too  young 
to  understand  then  what  was  happening  to  us,  but  we  owe  it  to 
them  to  do  whatever  we  can  to  ensure  that  they  inherit  a  world 
where  cancer  is  a  thing  of  the  past. 

I  will  leave  all  of  the  expert  testimony  to  those  far  better  able  to 
explain  the  intricacies  of  these  complicated  matters,  but  offer  to 
you  this  morning  the  simple  details  of  what  we  lived  through  once 
it  was  determined  that  the  life  of  my  spouse  was  threatened  by 
cancer.  And,  while  I  did  not  suffer  the  direct  pain  of  being  surgical- 
ly cut,  the  intimate  and  real  fear  of  dying,  the  anger  of  possibly 
leaving  a  spouse  and  children,  and  while  I  did  not  endure  the  scar- 
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ring,  both  physical  and  mental,  and  the  intense  personal  and  emo- 
tional trauma,  I  was  nonetheless  a  victim  of  this  terrible  disease. 

Our  dance  began  back  in  August  of  1939,  the  18th  of  August  to 
be  precise,  because  my  wife  was  on  the  delivery  table  undergoing  a 
Cesarean  section  for  the  birth  of  our  second  child,  Hudson.  And 
while  she  endured  the  pain  and  strain  of  that  procedure,  holding 
my  hand  while  the  doctors  struggled  to  bring  Hudson  into  being, 
the  anesthesiologist  and  I  noticed  that  when  she  squeezed  my 
hand,  a  lump  would  develop  on  the  side  of  her  neck.  It  was  very 
pronounced,  and  he  suggested  that  we  should  have  it  examined  and 
looked  at  immediately. 

Amy  was  unaware  at  the  time,  but  following  the  delivery  that 
morning,  we  were  visited  that  afternoon  by  a  surgical  oncologist  at 
the  hospital.  He  examined  Amy  and  suggested  that  something 
would  have  to  be  done  immediately,  by  way  of  biopsy,  but  because 
of  the  C-section,  further  surgery  would  have  to  wait  at  least  2  or  3 
weeks. 

Less  than  3  weeks  later,  September  5,  Amy  went  in  for  the 
biopsy  that  turned  into  more  serious  surgery  and  the  removal  of 
the  lump  about  the  size  of  a  plum  from  her  neck.  We  were  told  to 
expect  the  best,  that  it  could  be  benign,  but  warned  about  the 
worst,  that  it  might  be  malignant.  And  sure  enough,  5  days  later, 
we  learned  that  Amy  was  suffering  from  Dermatofibrosarcoma  pro- 
tuberans,  a  deadly  form  of  cancer  that,  if  it  attacks  the  lymphatic 
system,  could  be  deadly. 

We  were  told  that  more  surgery  would  be  required,  and  4  weeks 
later,  October  4th,  Amy  was  on  the  operating  table  again  for  what 
doctors  described  as  a  radical  resection  of  the  neck  area  and  a  skin 
graft.  I  was  informed  that  it  could  not  be  determined  if  the  surgery 
would  remove  all  of  the  cancer  cells,  that  very  possibly  it  had  al- 
ready attacked  the  lymph  nodes,  and  if  true,  her  chances  of  surviv- 
al would  be  less  than  50  percent. 

While  I  waited  outside  the  operating  room,  all  kinds  of  thoughts 
poured  through  my  head:  Why  us?  What  did  we  do  to  deserve  this? 
And  I  was  saddened  also  with  the  realization  that,  until  I  found 
myself  in  this  situation,  I  had  no  real  idea  of  the  impact  of  the  real 
meaning  of  the  word  "cancer,"  the  disease.  Yes,  I  had  lost  my 
grandmother  while  fighting  another  form  of  cancer  some  5  years 
before,  but  she  was  86  years  old  then.  Amy  was  just  34  years  old  at 
the  time.  So  this  had  to  be  someone  else's  nightmare,  not  mine.  But 
it  was  happening,  and  I  waited  and  wondered  whether  I  was  going 
to  lose  my  wife  to  this  terrible  disease. 

The  news  that  day  was  wonderful.  They  had  caught  the  cancer  in 
time,  and  Amy  would  survive,  yes,  she  would,  and  then  undergo 
every  day  for  the  next  3  months,  radiation  therapy,  which  de- 
stroyed her  thyroid  gland.  At  times,  the  treatment  left  her  throat 
so  sore  that  she  could  not  swallow  and  could  not  eat.  She  still  suf- 
fers the  pain  on  her  right  side.  But  she  would  live,  and  we  were 
thankful  and  very  happy. 

There  were  two  other  minor  scares — growths  in  the  arm  and 
above  her  left  sinus,  toward  the  optic  nerve.  During  the  first  part 
of  1990,  she  underwent  surgery  for  both,  and  both  were  found  to  be 
benign. 
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We  thought  we  were  out  of  the  woods  and  could  get  on  with  our 
lives.  But  that  all  came  crashing  down  in  August  of  1990.  It  had 
been  1  year  since  the  birth  of  our  daughter  when  Amy  went  in  for 
her  one-year  checkup.  A  routine  pap  smear  came  back  with  abnor- 
mal cells.  While  we  held  our  collective  breath,  five  suspicious  areas 
of  the  cervix  were  biopsied,  and  the  results  came  back  positive. 

She  was  diagnosed  then  with  severe  dysplasia,  a  form  of  cancer, 
and  the  need  for  more  surgery,  more  anesthesia,  and  at  the  very 
least,  a  cone  biopsy  of  the  cervix,  and  at  worst,  at  least  for  us,  a 
full  hysterectomy.  The  news  was  devastating.  We  were  angry  at 
the  doctors,  sometimes  angry  at  each  other,  sometimes  unable  to 
share  the  pain  and  disappointment  but,  as  we  had  done  before,  re- 
alized that  we  had  each  other,  and  we  would  make  it,  God  willing. 
And  willing  he  was.  Amy  once  again  cheated  the  disease  of  its 
painful  victory.  The  doctors  performed  a  cone  biopsy,  and  a  thor- 
ough check  proved  that  the  uterus  was  cancer-free. 

Thanks  to  a  timely  pap  smear,  early  detection  in  this  instance 
most  certainly  saved  her  life.  She  is  being  watched  closely  by  all  of 
the  doctors,  and  so  far  she  remains  cancer-free. 

We  are  still  thankful  for  the  wonderful  care  that  she  received 
from  all  of  the  doctors  and  medical  personnel  that  we  encountered. 
There  was  no  time  to  get  ready,  to  learn  how  to  handle  the  news 
that  cancer  was  going  to  be  a  part  of  our  lives.  Fortunately,  we  had 
love  and  compassion  for  each  other,  and  the  love  and  support  of 
our  families  and  our  friends. 

But  every  step  of  the  way  was  a  learning  experience,  and  we  are 
keenly  aware  that  we  are  blessed  or  lucky;  that  many  people  can 
sit  here  with  far  worse  stories.  But  I  think  for  all  of  us  who  meet 
this  deadly  disease  head-on,  we  share  some  very  common  experi- 
ences. 

The  emotional  and  physical  strain  is  enormous.  Fortunately,  I 
was  well-known  in  a  city  that  is  well-known  for  its  wealth  of  medi- 
cal resources.  Fortunately,  I  had  the  economic  means  to  sustain  the 
care  that  was  needed.  But  even  at  our  level  this  was  devastating, 
and  I  shudder  to  think  how  those  who  are  less  fortunate  can  possi- 
bly handle  the  many  different  strains  placed  on  the  shoulders  of 
the  patient  and  his  or  her  loved  ones. 

We  learned  early  on  that  going  head-first  is  the  most  important 
way — keeping  the  perspective  that  you  can,  that  you  will,  that  you 
must  live,  and  that  you  will  win.  It  is  not  easy,  but  it  can  be  done, 
and  it  takes  two  people,  fighting  with  everything  they  can,  and 
sometimes  fighting  with  each  other,  to  win. 

Obviously,  we  are  fans  of  pap  smears  and  early  detection,  and 
any  legislation  that  will  lend  itself  to  making  sure  that  those 
things  happen.  If  it  could  save  the  life  of  my  wife,  it  can  help  save 
some  of  the  lives  of  those  5,000  to  7,000  women  lost  each  year  to 
cervical  cancer  in  this  country. 

My  lovely  wife  is  present  this  morning,  and  each  day  I  thank 
God  for  her,  and  I  am  able  to  suggest  that  early  detection  has  also 
given  us  something  else,  something  really  wonderful.  We  are  "in  a 
family  way,"  so  to  speak,  as  we  learned  last  week  that  on  July  4, 
1992,  if  all  goes  well  and  it  be  God's  will,  our  third  child  will 
arrive. 
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I  sincerely  thank  you  for  this  opportunity  to  tell  my  story,  and  I 
pray  that  it  will  help. 
The  Chairman.  Thank  you. 
Dr.  Freeman. 

Dr.  Freeman.  Thank  you  for  inviting  me,  Senator  Kennedy. 

I  am  very  moved  by  the  testimony  that  I  have  heard  here  this 
morning  from  Mr.  Berry,  Ms.  Brown  and  the  Senator,  and  I  want 
to  add  a  personal  note  myself. 

I  lost  my  father  to  cancer  when  I  was  13  years  old,  and  it  was  a 
very  critical  time.  He  was  45.  He  died  of  testicular  cancer.  If  we 
had  known  then  what  we  know  now,  that  is,  that  approximately  85 
percent  of  patients  with  testicular  cancer  are  cured  today,  I  think 
my  father  would  have  lived. 

So  we've  made  a  lot  of  progress,  Senator  Kennedy.  We  declared  a 
war  against  cancer  20  years  ago,  as  you  know,  and  in  fact  next 
month  is  the  20th  anniversary  of  that  very  important  act  of  Presi- 
dent Nixon. 

Declaring  a  war  against  cancer  meant  that  we  invested  as  a 
nation  a  significant  amount  of  money  into  this  research  fight,  and 
we  have  made  extraordinary  progress  over  the  last  20  years.  Par- 
ticularly in  the  area  of  childhood  cancer,  we  have  raised  the  surviv- 
al rate  to  the  range  of  80  percent,  when  25  years  ago  it  was  in  the 
range  of  10  or  15  or  20  percent.  This  is  remarkable  progress. 

As  the  testimony  here  has  shown,  from  a  Senator  to  a  television 
broadcaster  to  a  citizen,  all  of  whom  have  experienced  cancer  in 
their  families  or  themselves,  cancer  is  a  very  liberal  disease.  I  hesi- 
tate to  use  that  word  in  the  Senate  because  it  means  very  different 
things  to  political  people  than  I'm  trying  to  say  here  today  

The  Chairman.  You  are  not  offending  anyone  here.  [Laughter.] 

Dr.  Freeman.  Thank  you,  Senator. 

By  that,  I  mean  cancer  doesn't  care  who  you  are.  It  will  strike 
the  rich,  the  poor,  the  brilliant,  the  uneducated,  the  black,  and  the 
white.  It  doesn't  have  any  conscience  at  all. 

The  problem,  though,  Senator,  is  that  we  are  not  as  liberal  as  a 
society,  in  my  opinion,  in  confronting  cancer  as  the  disease  is  itself 
in  affecting  people.  So  that  there  are  segments  of  the  American 
population  who  have  a  considerably  more  difficult  time  with  this 
disease  and  other  diseases. 

For  example,  you've  heard  statistics  today  indicating  that  black 
women  in  particular  have  a  lower  5-year  survival  rate  when  they 
develop  cancer,  as  Ms.  Brown  has  testified.  Senator  Stevens  testi- 
fied that  black  males  will  have  the  highest  incidence  of  prostate 
cancer  in  the  world.  We  don't  know  the  reasons  for  that,  and  that 
is  an  area  where  much  more  research  should  be  done. 

By  contrast,  black  males  in  Africa  have  been  studied,  and  they 
have  a  very  low  incidence  of  prostate  cancer.  And  in  the  1940's,  the 
rate  of  prostate  cancer  in  American  blacks  was  lower  than  it  was 
in  whites. 

So  as  suggested  by  Senator  Stevens,  we  are  dealing  with  an  envi- 
ronmental factor  which  we  don't  fully  understand,  and  we  need  to 
do  a  lot  more  research  in  order  to  try  to  understand  it. 

I  want  to  concentrate  on  the  populations  that  have  differing  re- 
sults. Senator,  it  is  very  difficult  to  separate  a  disease  like  cancer 
from  the  circumstances  in  which  the  disease  occurs.  The  circum- 
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stances  involve  housing  conditions,  education,  employment  or  lack 
of  employment,  lack  of  access  to  health  care.  You  have  been  on  the 
cutting  edge  of  bringing  some  of  these  things  out. 

In  the  community  where  I  work,  for  example,  which  is  Harlem, 
96  percent  black,  41  percent  poor,  we  have  one  of  the  highest  death 
rates  from  cancer  in  America.  In  fact,  in  general,  we  showed  in  a 
study  that  a  black  male  growing  up  in  Harlem  has  less  of  a  chance 
of  reaching  age  65  than  a  male  growing  up  in  the  so-called  Third 
World  country,  Bangladesh. 

So  if  you  are  in  New  York  City,  you  don't  need  to  go  a  long  way 
to  get  to  the  Third  World.  "If  you  are  downtown,  just  take  the  A- 
train,"  as  Duke  Ellington  said,  and  you'll  get  to  Harlem,  and  that 
is  a  Third  World  community  with  respect  to  survival. 

So  I  think  it  is  very  important  today  that  we  talk  about  these 
things  and  talk  about  access  to  health  care  as  a  primary  issue. 
Access  to  preventive  health  care  is  an  extremely  important  part  of 
that.  We  have  37  million  uninsured  people  in  America,  and  we 
have  34  million  poor  American  people — they  are  disproportionately 
minority  people — but  we're  talking  about  a  universal  problem,  not 
a  racial  problem  per  se.  It  affects  some  people  more  because  there 
are  more  poor  people  among  blacks,  and  that  is  something  we  have 
worked  out  rather  well.  The  cause  of  increased  death  rate  in  black 
Americans  is  not  because  they  are  black.  It  is  because  they  are 
poorer  and  less  educated  than  others. 

That  should  lead  us  to  an  attack  on  the  problem.  That  should 
lead  us  to  change  our  approach  to  the  war  against  cancer  at  this 
watershed  year,  20  years  after  it  was  declared.  It  is  indeed  more 
than  a  research  war,  Senator,  as  you  know — and  I'm  not  speaking 
against  research;  we  need  to  increase  research,  we  need  to  put 
more  money  to  solve  these  basic  problems — but  it  is  really  wrong 
to  see  that  segments  of  our  population  suffer  so  disproportionately. 
So  we  need  to  not  accept  the  point  that  we  have  34  million  unin- 
sured American  people  who  do  not  have  access  to  even  basic  health 
care,  less  so  to  preventive  health  care.  This  has  to  be  changed;  this 
is  not  acceptable  in  America  today. 

In  particular  there  are  universal  approaches  that  I  think  we 
need  to  think  of  very  carefully,  Senator.  Universal  access  is  basic, 
but  when  you  get  to  specific  communities  where  the  death  rates 
are  higher,  the  simple  provision  of  access  is  not  a  solution  to  these 
problems.  One  would  have  to  look  at  geographically  defined  areas 
of  increased  death  rate  such  as  Harlem  represents,  such  as  areas  of 
Appalachia  represent,  and  think  of  creative  programs  that  go 
across  the  bureaucracies  that  we  tend  to  operate  within. 

We  have  to  pay  attention  to  a  creative  plan  that  is  universally 
directed  toward  education,  housing,  employment  and  health  care  in 
one  package  to  solve  these  very  desperate  problems  that  we  find  in 
such  communities. 

With  respect  to  breast  cancer  in  particular,  I'm  going  to  say  a 
few  words  about  that  and  then  about  prostate  cancer.  I  have  had 
12  years  of  experience  in  screening  for  breast  cancer  in  a  poor  com- 
munity, which  is  Harlem.  We  have  now  screened  20,000  women  in 
the  community  of  Harlem — poor,  black  women,  primarily — and  in 
that  group  of  women  we  have  diagnosed  16  breast  cancers  per  1,000 
new  women.  One-third  of  these  women  were  in  the  early  stage  of 
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disease,  and  we  can  expect  that  most  of  them  will  be  cured.  By  con- 
trast, the  women  who  came  into  Harlem  Hospital,  which  is  the  hos- 
pital that  serves  the  poor  in  that  community,  had  only  a  6  percent 
rate  of  Stage  1  disease. 

So  what  I  am  suggesting.  Senator,  is  that  the  provision  of  accept- 
able and  accessible  screening  services  to  poor  populations  clearly 
will  save  lives.  And  I  recommend  that  the  bill  that  you  are  putting 
forth  today,  that  has  to  do  with  screening  for  cancer  of  the  breast 
and  the  prostate,  be  specifically  directed  toward  areas  of  the  popu- 
lation that  are  having  the  most  difficult  problems,  and  that  relates 
to  poverty  and  lack  of  education. 

With  respect  to  prostate  cancer,  as  said  before,  Senator,  we  do 
not  know  why  black  males  have  such  a  high  rate  of  prostate 
cancer.  We  do  know  that  this  is  a  very  treatable  disease  when 
found  in  the  localized  stage,  and  as  high  as  85  percent  of  men  are 
alive  at  5  years  with  localized  prostate  cancer.  But  we  have  a  popu- 
lation of  men  in  the  country  of  general,  irrespective  of  rate,  who  do 
not  avail  themselves  of  the  simple  diagnostic  techniques  that  are 
available  like  the  digital  rectal  examination,  the  newer  things  on 
the  horizon  like  prostate  ultrasound  and  the  prostate  specific  anti- 
gen which  is  being  explored  as  a  blood  test  which  may  diagnose 
this  disease  early. 

I  believe  that  the  bill  that  you  are  putting  forth  with  respect  to 
the  prostate  is  a  very  important  one,  and  here  again  I  think  a  com- 
bination of  research  to  find  out  what  is  the  proper  combination  of 
tests  to  use  on  the  population,  digital  rectal  along  with  ultrasound 
and  prostate  specific  antigen,  is  something  that  we  need  to  explore. 
We  don't  know  all  the  research  answers  as  to  when  these  various 
tests  should  be  done. 

In  summary,  Senator.  I  would  say  that  it  is  significant  that  this 
is  the  20th  anniversary  of  the  war  against  cancer.  I  would  suggest 
that  we  need  to  fight  the  war  the  same  way  we  fought  the  war  in 
the  Persian  Gulf  when  we  finally  won  it  on  the  ground.  We  need  to 
fight  a  ground  war  on  cancer  along  with  the  research  war  to  trans- 
late the  technology  that  we  have  gained  through  our  research  to 
all  American  people  irrespective  of  their  ability  to  pay.  And  what  I 
suggest  is  that  we  declare  a  guerrilla  war  against  cancer,  hand  to 
hand  combat  in  all  of  the  neighborhoods  of  American,  to  fight  this 
disease. 

Thank  you  very  much. 

[The  prepared  statement  of  Dr.  Freeman  follows:] 
Prepared  Statement  of  Dr.  Freeman 
prevention  and  detection  of  breast  and  prostate  cancer 

Prevention  provides  perhaps  the  most  exciting  opportunities  for  reducing  the  suf- 
fering from  human  cancers  at  this  time  in  our  history.  We  have  learned  the  lessons 
from  infectious  diseases  and  heart  disease  that  You  can  best  reduce  the  morbidity 
and  mortality  of  any  disease  by  preventing  it.  However,  like  the  therapeutic  ad- 
vances and  the  great  basic  research  advances  made  in  the  last  decades,  prevention 
too,  will  be  a  slow  and  laborious  process. 

Breast  Cancer 

An  estimated  175,000  American  woman  will  develop  breast  cancer  in  1991  and 
45,000  will  die, 
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Breast  cancer  accounts  for  almost  one  third  of  malignancies  in  women  and  the 
lifetime  risk  of  the  disease  in  American  women  is  now  one  in  nine.  The  mortality  of 
breast  cancer  is  rising  (84/100,000  in  1980  to  112/100,000  in  1987).  The  relative  five 
year  survival  rate  for  breast  cancer  is  75  percent.  However,  socioeconomically  disad- 
vantaged populations  have  significantly  lower  survival  rates  duo  too  late  stage  of 
disease  on  initial  diagnosis  and  treatment.  When  breast  cancer  is  detected  in  the 
localized  stage  a  five  (5)  year  survival  rate  of  90  percent  can  be  achieved.  Screening 
mammography  starting  at  age  40  is  recommended  along  with  monthly  breast  self 
examination  and  physical  exam  by  a  physician.  Access  to  screening,  diagnosis  and 
treatment  must  be  made  available,  accessible,  and  acceptable  to  all  American 
women  if  best  survival  results  are  to  be  achieved. 

Most  prevention  strategies  in  cancer  have  come  from  epidemiologic  studies  which 
suggest  relationships  between  exposures  or  lifestyle  events  and  specific  tumors,  for 
example  a  woman's  lifetime  hormonal  experience,  measured  as  the  early  onset  of 
menses  and  late  menopause  and  the  number  of  pregnancies,  as  well  as  other  events 
such  as  obesity  have  been  known  for  some  to  correlate  with  the  incidence  of  breast 
cancer.  There  is  also  a  strong  familial  pattern  for  this  cancer.  The  incidence  of  this 
disease  is  extremely  high  in  a  woman  who  has  a  first  degree  relative  who  has  expe- 
rienced breast  cancer.  This  is  particularly  true  if  the  relative  hid  breast  cancer  at  a 
younger  than  average  age. 

Basic  research  and  animal  studies  have  also  demonstrated  cause  and  effect  rela- 
tionships between  hormonal  factors  and  breast  cancer.  These  findings  have  Led  to 
studies  using  one  or  more  hormonal  antagonists  as  preventive  agents  in  high  risk 
women4  As  these  studies  mature  they  will  provide  us  data  to  design  a  variety  of 
interventions  in  women  to  reduce  the  incidence  of  this  disease. 

Prostate  Cancer 

An  estimated  122,000  American  men  will  develop  prostate  cancer  in  1991  and 
32,000  will  die.  Prostate  cancer  is  the  second  most  common  cancer  and  the  second 
leading  cause  of  cancer  deaths  in  men.  Approximately  one  out  of  eleven  men  will 
develop  prostate  cancer,  Over  80  percent  of  all  prostate  cancers  occur  in  men  over 
the  age  of  65.  The  disease  is  more  common  in  Western  Europe  and  North  America 
and  is  infrequent  in  Africa,  Central  America  nod  South  America,  Black  American 
males  have  the  highest  incidence  of  prostate  cancer  in  the  world.  Studies  conducted 
internationally  have  shown  that  dietary  fat  may  be  a  factor.  The  overall  relative 
five  year  survival  rate  is  71  percent.  For  localized  disease  the  five  year  survival  rate 
is  85  percent. 

For  this  tumor  there  is  a  major  need  for  significant  basic  research  to  provide  the 
leads  on  which  prevention  strategies  could  be  implemented.  At  this  time  we  have 
practically  nothing  to  suggest  effective  strategies  for  prevention  trials  in  humans. 
This  can  change  if  research  in  this  relatively  neglected  area  is  stimulated  by  inter- 
est and  funding  support. 

Prostate  cancer  presents  quite  a  different  picture  form  breast  cancer.  There  are 
few  Leads  as  to  its  risk  factors.  This  tumor  deserves  a  Tar  greater  recognition  for  its 
role  in  cancer  deaths  of  older  males  and  a  greater  effort  in  basic  and  epidemiologic 
research.  While  little  except  dietary  fat  has  been  uncovered  that  directly  relates  to 
the  incidence  of  this  tumor,  its  responsiveness  to  hormonal  control  might  suggest 
some  avenue  of  approach.  At  this  point,  to  my  knowledge,  there  are  no  basic  or  epi- 
demiologic research  studies  that  suggest  strong  leads  for  a  prevention  trial. 

There  are  however,  several  exciting  leads  for  early  detection  of  this  tumor.  Since 
it  is  a  relatively  slow  growing  tumor  early  detection  offers  a  significantly  improved 
cure  rate.  The  three  modes  currently  being  studied  in  humans  are  the  prostate  spe- 
cific antigen,  the  time  honored  digital  rectal  exam,  and  various  ultrasound  ap- 
proaches. Several  studies  are  trying  to  determine  the  best  combination  of  these 
methods  for  detecting  the  tumor  in  its  earliest  stages.  While  no  one  method  appears 
to  have  the  sensitivity  and  specificity  that  is  desirable,  perhaps  by  using  them  in 
combination  we  will  arrive  at  a  cost-effective  means  for  detection.  There  are  a 
number  of  basic  studies  looking  for  Serum  factors,  hormonal  alterations  and  cyto- 
genic  markers  that  might  be  specific  for  the  earliest  changes  of  the  prostate  leading 
to  the  malignancy.  Several  research  centers  are  looking  at  other  radiographic  meth- 
ods and  combinations  of  techniques  to  more  accurately  determine  the  foci  of  malig- 
nancy. 

Not  only  will  they  do  that,  but  of  course,  as  is  important  in  all  human  studies, 
they  will  also  demonstrate  for  us  the  side  effects  and  unpleasant  potential  complica- 
tions of  such  therapy.  Because  we  are  talking  about  using  preventive  strategies  in 
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otherwise  healthy  individuals,  these  factors  are  extremely  important,  since  only 
minimal  complications  can  be  accepted  in  this  group. 

There  are  a  number  of  leads  and  opportunities  for  better  early  detection  strate- 
gies in  this  disease.  As  you  know  earlier  detection  is  crucial  to  saving  lives  from 
breast  cancer.  For  example,  many  investigators  ire  looking  at  genetic  and  other 
markers  which  will  hopefully  be  predictors  of  a  woman's  risk  for  this  disease.  While 
there  is  not  as  yet  a  clear  cut  correlation  as  is  seen  has  recently  been  found  in  colon 
cancer,  the  expectation  for  future  research  is  to  discover  as  abnormal  or  altered 
chromosomal  segment  that  would  provide  an  estimate  of  a  woman's  risk  for  develop- 
ing a  tumor.  There  are  a  number  of  exciting  basic  research  studies  which  hold 
promise  for  developing  leads  for  early  detection  of  this  disease.  The  significant  inci- 
dence of  familial  occurrence  of  this  disorder  (i.e.,  mother,  sisters,  daughter)  certainly 
suggests  that  somewhere  in  the  genetic  material  there  will  be  a  genetic  change 
which  is  essential  for  developing  of  this  disorder.  There  are  a  number  of  promising 
studies  looking  at  mucin  proteins  that  are  specific  for  breast  cancer,  which  (if  they 
are  formed  by  breast  cancer  cells  early  in  the  disease)  could  lead  to  a  test  of  blood 
or  other  body  fluids  that  would  herald  the  earlier  stages  of  the  disease  leading  to 
appropriate  intervention  and  cure.  Breast  cancer  specific  antigens  and  their  anti- 
bodies which  can  be  radio-labeled  and  detected  to  provide  yet  another  approach  to 
screening  for  this  disease. 

There  are  new  and  exciting  x-ray  diagnostic  tools  in  every  stage  of  development 
from  basic  research  to  early  clinical  trials  that  will  provide  for  improved  accuracy 
and  specificity  of  screening  complementary  to  the  mammogram.  As  important  as 
these  studies  are,  we  must  expand  ways  to  encourage  women  to  avail  themselves  of 
the  known  methods  of  diagnosis.  There  are  clearly  many  socioeconomic  and  cultural 
barriers  to  medical  care  in  this  country  and  there  are  even  higher  hurdles  regard- 
ing mammography,  since  it  is  still  not  covered  by  many  of  the  insurance  policies 
that  are  currently  in  effect.  There  are  also  a  number  of  psychological  barriers  to 
screening — how  do  we  motivate  women  to  avail  themselves  of  existing  means  for  de- 
tection and  take  advantage  of  knowledge  about  other  aspects  of  prevention  as  well? 
There  are  broad  areas  for  research  in  this  field  which  could  lead  to  eventually  un- 
derstanding and  breaking  down  these  barriers  and,  the  design  of  well  defined  inter- 
ventions to  overcome  them. 

The  Chairman.  Thank  you  very  much,  Dr.  Freeman. 

One  of  the  more  interesting  health  experiences  and  educational 
experiences  that  I've  had  in  traveling  overseas  has  been  visiting 
the  center  in  Grenoble  where  they  do  epidemiological  studies  on 
cancer  around  the  world.  I  don't  know  whether  you  have  had  a 
chance  to  visit  the  center  or  are  familiar  with  their  studies.  The 
results  are  enormously  interesting.  Specifically,  the  development  of 
cancer  from  environmental  factors.  Approximately  85  percent  of 
cancers  are  believed  to  be  related  to  environmental  factors.  This  is 
something  that  I  think  many  of  us  believe,  yet  we  the  research  ef- 
forts continue — and  Lord  only  knows  we  are  strong  supporters  of 
that,  there  remain  so  many  increased  opportunities  now  that  aren't 
being  pursued.  This  is  frustrating  but  this  is  something  that  you 
may  be  familiar  with.  There  may  be  new  results  from  studies 
there.  I  will  try  to  get  up  to  speed  myself  on  it,  and  it  is  something 
that  you  may  want  to  get  an  update  on  yourself  as  we're  talking 
about  comparisons  with  Africa  and  the  U.S.,  and  Asia  and  the  U.S. 
There  has  been  an  enormous  amount  of  work  on  it. 

We  always  emphasize  and  underline — and  I  know  my  good  friend 
who  has  joined  us,  Senator  Pell,  does — about  making  sure  we  get 
the  best  of  our  information  out  into  the  world  community  as  well 
as  here,  and  I'm  sure  Senator  Pell  is  going  to  ask  you  about  that. 

I  am  mindful  as  well  in  that  access  to  health  care,  another  issue 
I  care  very  deeply  about  and  I  know  Senator  Pell  does  as  well,  is 
deficient. 

I  can  remember  when  my  son  Teddy  was  being  treated  after 
being  diagnosed  with  osteosarcoma  in  his  leg,  which,  at  that  time, 
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had  a  poor  prognosis  and  was  predicted  to  be  very,  very  dangerous, 
with  a  very  limited  chance  of  survival.  He  went  through  a  newer 
regime  that  was  going  through  experimentation  at  Children's  Hos- 
pital. For  a  certain  period  of  time,  since  it  was  experimental  and 
was  funded  as  a  clinical  trial  by  NIH,  the  families  of  the  children 
who  were  involved  in  it  did  not  have  to  pay  for  the  cost  for  treat- 
ment. Well,  about  halfway  through  it,  NIH  said  it  was  no  longer 
experimental  and  was  going  to  be  recommended  as  a  treatment. 
The  treatment  was  $2,700,  and  you  had  to  get  it  every  3  weeks  for 
2  years  at  that  time — length  of  treatment  is  shorter  now,  and  I 
can't  tell  you  what  the  cost  is  at  this  particular  time,  but  it  would 
be  very  difficult  for  me  to  believe  it  has  decreased,  because  very 
few  of  those  kinds  of  drugs  do  go  down. 

But  I  can  remember  parents  talking  to  each  other  outside  the  pa- 
tient's room  and  wondering  what  the  chance  of  survival  would  be 
for  their  child  if  they  only  had  treatment  for  10  months  instead  of 
2  years,  or  eleven  months,  or  fifteen  months,  and  all  of  the  anguish 
and  the  tears  and  the  extraordinary  anxiety  which  they  had  in 
trying  to  deal  with  this. 

The  Children's  Hospital  in  Boston  does  a  good  deal  to  try  to  help 
relieve  some  of  those  financial  pressures,  but  this  is  still  a  blight  in 
terms  of  our  society  and  one  which  we  should  be  ashamed  of. 

I  really  have  no  questions.  I  see  Mrs.  Berry  in  the  audience,  and 
we  want  to  thank  you  very  much  for  coming.  We  also  see  that 
healthy  little  SV2  year-old.  I  ought  to  be  able  to  identify  children 
around  that  age.  There  were  nine  of  us,  30  grandchildren,  and 
there  are  28  great-grandchildren,  the  oldest  of  whom  is  10.  So  I  can 
spot  the  difference  between  a  two  and  a  half  and  a  3  year-old 
pretty  well — I  can't  always  remember  their  names,  though. 

Senator  Pell. 

Senator  Pell.  I  have  just  one  question  and  that  is  to  Dr.  Free- 
man. You  mentioned  the  chemical  test  that  is  given  where  you  can 
identify  prostate  cancer  when  there  is  no  other  manifestation  of  it. 
What  is  that  chemical  test? 

Dr.  Freeman.  There  is  a  test,  Senator  Pell,  which  is  called  the 
prostate  specific  antigen  which  may  identify  prostate  cancer  as  a 
blood  test.  It  is  being  researched  now  to  see  whether  it  is  reasona- 
ble to  use  this  as  a  screening  test,  and  my  own  guess  is  that  it  is 
not  quite  refined  enough  yet  to  apply  it  as  a  screening  test,  but 
we're  moving  in  that  direction,  I  believe. 

Senator  Pell.  Thank  you  very  much. 

The  Chairman.  Senator  Simon. 

Senator  Simon.  I  regret  I  just  got  here.  I  am  grateful  for  your 
calling  the  hearing,  Mr.  Chairman,  and  I  shall  read  the  testimony 
and  look  forward  to  the  remainder  of  the  hearing.  I  have  no  ques- 
tions. 

The  Chairman.  We  thank  you  all  very  much  for  very  moving 
and  compelling  testimony.  Hopefully  our  legislation  can  help;  I 
think  it  can. 

Our  third  panel  will  focus  on  the  neglected  and  often  overlooked 
threats  to  the  health  of  women  and  present  information  on  the  in- 
creasing threat  to  our  children  from  inadequate  immunizations. 
The  human  and  economic  costs  for  these  conditions  are  both  pre- 
ventable and  tremendous. 
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I'd  like  to  welcome  Dr.  Pinn,  who  is  the  director  of  the  NIH 
Office  of  Research  on  Women's  Health;  Ms.  Helene  Brown,  the  na- 
tionally recognized  advocate  for  tobacco  control  and  women's 
health;  and  Dr.  Susan  Lett,  director  of  immunizations  of  the  Mas- 
sachusetts Department  of  Health. 

Dr.  Pinn  has  a  national  reputation  in  pathology  and  is  former  di- 
rector of  pathology  at  Howard  University  and  provided  tremendous 
leadership  while  president  of  the  National  Medical  Association. 

We  are  delighted  to  welcome  the  panel,  and  we'll  start  with  Dr. 
Pinn. 

STATEMENTS  OF  DR.  VIVIAN  PINN,  DIRECTOR,  NIH  OFFICE  OF 
RESEARCH  ON  WOMEN'S  HEALTH,  WASHINGTON,  DC;  HELENE 
BROWN,  DIRECTOR,  COMMUNITY  APPLICATIONS  OF  RE- 
SEARCH, UCLA  JONSSON  COMPREHENSIVE  CANCER  CENTER, 
LOS  ANGELES,  CA;  AND  DR.  SUSAN  LETT,  DIRECTOR  OF  IMMU- 
NIZATIONS, MASSACHUSETTS  DEPARTMENT  OF  HEALTH, 
BOSTON,  MA 

Dr.  Pinn.  Thank  you,  Mr.  Chairman,  members  of  the  committee. 

I  am  delighted  to  be  able  to  address  you  today,  which  is  my 
second  full  day  in  the  office  as  director  of  the  Office  for  Research 
on  Women's  Health  at  the  National  Institutes  of  Health,  and  I 
think  this  is  a  wonderful  way  to  begin  my  tenure  in  that  office. 

I  am  extremely  excited  about  the  challenges  of  this  office  and  the 
opportunities  that  we  shall  have  to  improve  the  health  and  well- 
being  of  women  of  this  country.  Your  support  serves  as  a  strong 
incentive  to  move  forward  with  purpose  and  determination  to 
achieve  success  in  enriching  the  vitality  and  quality  of  life  of 
women. 

The  world  has  changed  in  many  ways  since  I  was  a  medical  stu- 
dent, at  which  time  I  was  the  only  woman  and  only  minority  in  my 
medical  school  class.  Although  women's  health  issues  were  not  to- 
tally ignored,  there  were  conditions  that  today  are  recognized  and 
accepted  as  real  entities  that  at  that  time  were  doubted  as  to  their 
existence  and  certainly  were  not  addressed  in  a  scientific  forum. 

There  has  been  a  better  recognition  of  the  role  of  women  in  our 
society  not  just  in  the  home  and  in  child  rearing,  but  also  in  the 
economic  productivity  of  our  Nation.  This  recognition  has  led  to  a 
difference  in  the  perception  of  women's  health  issues.  Women  of 
today  plead  that  their  health  issues  not  be  viewed  merely  as  those 
related  to  reproduction  and  contraception — but  don't  get  me  wrong; 
those  are  also  important  issues  that  do  need  further  study  and  fur- 
ther definition — but  they  wish  to  also  have  their  health  issues  in- 
clude the  vast  spectrum  of  other  conditions  with  significance  at 
each  stage  of  a  woman's  life. 

Let  me  share  with  you  some  statistics.  Deaths  from  cardiovascu- 
lar disease,  which  in  fact  is  the  overall  leading  cause  of  death  in  all 
women,  is  too  often  understated  and  neglected.  Two  hundred  and 
fifty  thousand  women  die  each  year  from  myocardial  infarction, 
and  nearly  half  of  all  women  who  have  heart  attacks  die  within 
the  first  year  as  opposed  to  31  percent  of  men. 

In  1961,  as  you've  already  heard,  one  in  20  women  developed 
breast  cancer,  while  today  we  can  expect  one  in  nine  women  to  de- 
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velop  breast  cancer.  Approximately  20,000  women  in  the  United 
States  will  be  diagnosed  with  ovarian  cancer  this  year.  Osteoporo- 
sis affects  nearly  half  of  all  women  age  45  and  as  many  as  95  per- 
cent of  those  over  the  age  of  75.  Osteoporosis  leads  to  more  than 
one  million  bone  fractures  every  year.  More  than  90,000  women  die 
each  year  from  stroke,  representing  61  percent  of  all  fatalities  from 
stroke. 

We  are  witnessing  a  fundamental  change  sweeping  our  Nation 
regarding  women's  health  today.  Dr.  Bernadine  Healy,  the  director 
of  NIH,  has  called  it  "an  awakening."  It  has  been  said  that 
women's  health  has  finally  come  to  the  forefront  of  this  Nation's 
consciousness. 

Women's  health  issues  are  different  from  men's,  and  they  do  de- 
serve special  and  urgent  attention.  They  are  critical  not  only  for 
women  but  for  the  Nation  as  a  whole.  We  will  never  confront  satis- 
factorily problems  such  as  the  staggering  rate  of  infant  mortality 
in  our  country  if  we  do  not  first  improve  the  health  of  women.  We 
cannot  hope  to  improve  the  health  of  women  without  addressing 
other  contributing  factors  such  as  behavior,  poverty  and  access  to 
health  care. 

Furthermore,  provided  that  behavioral  modifications  do  occur, 
and  we  do  facilitate  health  care  delivery,  there  must  be  simulta- 
neously achievements  in  research  to  provide  those  answers  so  that 
we  can  give  the  answers  and  know  what  the  correct  preventive 
strategies  should  be  and  the  correct  therapeutic  regimens  should  be 
once  women,  children  or  men  do  take  advantage  of  the  health  care 
system.  This,  then,  we  see  as  the  special  contribution  that  NIH  and 
hopefully  through  our  office,  we  can  and  shall  make. 

Although  women  do  tend  to  live  longer  than  men,  this  does  not 
mean  that  their  longer  life  provides  an  optimum  health  status,  nor 
does  it  mean  that  this  longer  life  is  ideal,  for  there  are  financial 
and  societal  costs  associated  with  having  a  greater  proportion  of 
one's  life  spent  elderly  and  typically,  alone. 

Women  are  both  the  primary  recipients  as  well  as  the  primary 
providers  of  long-term  health  care.  Women  have  more  chronic  de- 
bilitating illnesses,  seek  more  medical  attention  than  men,  take 
more  medicines,  and  undergo  more  surgical  procedures. 

There  is  as  well  a  disparity  in  the  health  status  of  America's 
women  who  are  ethnic  minorities  or  economically  disadvantaged. 
We  know  that  the  rates  for  four  of  the  five  or  six  major  causes  of 
death  in  women  are  more  than  twice  as  high  in  minority  women. 
We  also  know  that  for  certain  diseases  in  which  the  incidence  rate 
may  be  less  in  minority  women,  we  see  higher  mortality  rates. 

In  the  United  States,  10  percent  of  AIDS  cases  are  now  women. 
But  that  number  is  climbing  dramatically,  and  it  disproportionate- 
ly affects  minority  women.  A  large  proportion  of  these  women  may 
in  fact  be  i.v.  drug  abusers  or  have  sexual  partners  who  are  i.v. 
drug  abusers.  But  others  are  partners  of  hemophiliacs,  have  them- 
selves had  blood  transfusions,  may  be  partners  of  bisexual  men,  or 
are  in  the  growing  group  of  women  whose  only  risk  factor  has  been 
heterosexual  contact. 

Surely,  the  brave,  smiling  face  of  the  beloved  sports  hero  that  we 
have  seen  in  the  press  over  the  past  2  weeks  will  not  just  simply 
underscore  the  toll  of  heterosexual  HIV  transmission  from  the 


viewpoint  of  our  unsuspecting  men,  but  will  also  focus  on  this  same 
problem  from  the  perspective  of  its  toll  on  our  unsuspecting 
women. 

Indeed,  social  changes  in  our  society  have  contributed  to  the 
health  problems  for  women,  especially  young  women.  In  addition  to 
AIDS,  these  include  other  sexually  transmitted  diseases;  cervical 
cancer,  which  we  see  affecting  younger  women,  especially  in  rela- 
tionship to  the  human  papilloma  virus;  teenage  pregnancy  with 
embarrassing  rates  of  infant  mortality,  and  infertility.  Substance 
and  alcohol  abuse,  violence,  cancer,  homelessness  are  also  among 
the  major  threats  to  our  women. 

Because  much  of  the  current  knowledge  is  based  on  research  in 
which  the  study  populations  were  homogeneous,  meaning  they 
were  predominantly  men,  one  of  our  challenges  in  research  is  now 
to  establish  a  science  base  that  will  permit  reliable  diagnoses,  effec- 
tive treatment,  and  preventive  strategies  for  women — for  as  you 
know,  while  women  today  are  not  usually  or  not  often  included  in 
clinical  studies,  women  of  childbearing  age  and  pregnant  women 
will  have  many  of  the  same  illnesses  and  diseases,  and  they  must 
be  treated  for  them.  Yet,  if  we  have  not  tested  these  medications 
and  treatment  modalities  in  such  women,  how  do  we  know  they 
will  be  effective,  how  do  we  know  what  their  outcome  will  be  on 
either  the  fetus  or  the  women? 

We  must  and  shall  pursue  research  efforts  which  can  assist  in 
filling  gaps  about  women's  health.  We  must  and  shall  increase  par- 
ticipation of  women  in  clinical  trials.  And  we  will  increase  the  par- 
ticipation of  women  in  the  conduct  of  such  studies. 

Our  specific  contribution  to  prevention  will  be  through  biomedi- 
cal and  clinical  research  to  better  understand,  modify  and  deter 
the  mortality  and  morbidity  associated  with  conditions  and  dis- 
eases of  women.  Our  challenge  is  to  also  assure  that  our  scientific 
advances  are  available  to  provide  inspiration  and  hope  to  the 
women  of  this  Nation  and  of  the  world.  And  we  also  need  to  make 
sure  that  we  address  some  of  the  specific  health  needs  and  con- 
cerns of  this  world  and  this  country's  disadvantaged  women,  in- 
cluding not  just  black  and  white  women,  but  also  Hispanic,  Asian, 
Native  American,  women  in  rural  areas,  women  in  urban  inner 
city  areas,  older  women,  the  frail  and  the  disabled. 

Mr.  Chairman,  my  task  ahead  is  an  enormous  one,  but  I  look  for- 
ward to  working  with  you  and  other  members  of  the  committee  in 
order  to  make  a  difference  in  the  quality  of  life  of  women  of  all 
ages  and  races  and  to  make  women's  health  a  national  reality. 

I  must  commend  you  on  the  hearings  today,  and  as  you  have  al- 
ready stated,  in  my  previous  career  I  was,  and  I  guess  I  still  am, 
basically  a  pathologist,  and  it  has  just  been  heartening  to  hear  non- 
physicians  talk  today  about  invasion  of  capsule,  about  prostate  spe- 
cific antigen,  about  malignant  and  benign,  knowing  words  other 
than  just  what  we  basically  in  fact  in  the  past  would  have  been 
told  were  words  not  to  use  in  polite  company,  because  forums  such 
as  this  and  the  opportunity  to  have  the  public  as  well  as  physicians 
learn  more  about  what  is  going  on  cannot  help  but  improve  the 
status  of  health  in  this  country  for  all  Americans. 

Thank  you. 

[The  prepared  statement  of  Dr.  Pinn  follows:] 
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Prepared  Statement  of  Dr.  Pinn 

Mr.  Chairman,  and  members  of  the  committee,  I  want  to  thank  you  for  the  oppor- 
tunity to  address  you  this  morning  on  my  second  day  as  director  of  the  Office  of 
Research  on  Women's  Health  of  the  National  Institutes  of  Health.  I  am  extremely 
excited  about  the  challenges  of  this  office  and  the  opportunities,  of  which  we  shall 
take  every  advantage,  to  improve  the  health  and  well-being  of  this  nation's  women. 
That  this  committee  has  shown  such  commitment  and  concern  about  the  health 
status  of  women  serves  as  a  strong  incentive  to  move  forward  with  purpose  and  de- 
termination to  achieve  success  in  enriching  the  vitality  and  quality  of  life  of  women. 

The  world  has  changed  in  many  ways  since  I  was  a  medical  student,  when  I  was 
the  only  woman  and  only  minority  in  my  class.  Although  women's  health  issues 
were  not  ignored,  there  were  conditions  that  today  are  recognized  and  accepted  as 
real  entities  that  at  that  time  were  doubted  as  to  their  existence,  much  less  ad- 
dressed in  a  scientific  forum. 

The  most  profound  changes  have  been  related  to  the  recognition  of  the  role  of 
women,  of  all  women,  in  our  society,  not  just  in  the  home  and  in  child  rearing,  but 
also  in  the  economic  productivity  of  our  nation.  This  recognition  has  led  to  a  differ- 
ence in  the  perception  of  women's  health  issues  as  well  as  of  the  role  of  women  in 
health  initiatives  from  the  biomedical,  social,  economic,  cultural  and,  as  this  hear- 
ing exemplifies,  political  aspects. 

Furthermore,  women  of  today  plead  that  their  health  issues  not  be  viewed  merely 
as  those  related  to  reproduction  and  contraception,  which,  themselves,  are  impor- 
tant and  need  further  definition  and  understanding,  but  also  the  vast  spectrum  of 
conditions  with  significance  at  each  stage  of  a  woman's  life  span,  from  her  birth  to 
her  older  years,  in  addition  to  those  related  to  her  distinctive  reproductive  organs. 

Let  me  share  with  you  some  statistics: 

— Death  from  cardiovascular  diseases,  the  overall  leading  cause  of  death  in  all 
women,  is  too  often  understated  and  neglected. 

Two  hundred  and  fifty  thousand  women  die  each  year  from  myocardial  infarc- 
tion. Nearly  half  of  all  women  who  have  heart  attacks  die  within  a  year,  as  op- 
posed to  31  percent  of  men.  Nearly  one  in  two  female  deaths  in  the  U.S.  each 
year  is  the  result  of  cardiovascular  diseases. 

— In  1961,  one  in  20  women  developed  breast  cancer.  Today,  as  you  know,  one  in 
nine  women  can  expect  to  develop  breast  cancer. 

— Approximately  20,000  women  in  the  U.S.  will  be  diagnosed  with  ovarian  cancer 
this  year. 

— Osteoporosis  affects  nearly  half  of  all  women  over  45,  and  as  many  as  90  of 
those  over  age  75.  Osteoporosis  leads  to  more  than  a  million  bone  fractures 
every  year. 

— More  than  90,000  women  die  each  year  from  stroke,  representing  61  percent  of 
all  fatalities  from  stroke. 

We  are  witnessing  a  fundamental  change  sweeping  our  nation  regarding  women's 
health.  Dr.  Bernadine  Realy,  the  director  of  NIH,  has  called  it  "an  awakening."  It 
has  been  said  that  women's  health  has  finally  come  to  the  forefront  of  this  nation's 
consciousness.  This  phenomenon  is  evident  from  the  activity  in  Congress,  the  media, 
the  research  community  itself,  women's  health  advocacy  groups,  and  from  the  tre- 
mendous number  of  women  or  their  families  across  the  country  who  have  written  to 
the  NIH  in  the  past  year  seeking  advice,  comfort  and  hope. 

Women's  health  issues  are  different  than  men's,  and  they  do  deserve  special  and 
urgent  attention.  They  are  critical  not  only  for  women,  but  for  the  nation  as  a 
whole. 

We  will  never  satisfactorily  confront  problems  such  as  the  staggering  rates  of 
infant  mortality  in  our  country  without  improving  the  health  of  women,  before, 
during  and  after  their  pregnancies.  We  cannot  hope  to  improve  the  health  of  women 
without  also  addressing  other  confounding  and  contributing  factors  including  behav- 
ior, poverty,  literacy,  and  access  to  health  care. 

Further,  provided  that  self-health  behavioral  modifications  occur,  and  access  to 
health  care  is  facilitated,  there  must  simultaneously  be  achievements  in  biomedical 
and  clinical  research  to  provide  answers  to  the  questions  about  health  and  disease 
in  women  which  will  be  confronted.  This,  then,  is  the  special  contribution  that  the 
NIH  can  make.  The  ability  of  the  health  care  delivery  system  to  address  such  gaps 
in  knowledge  about  women's  health  will  affect  not  just  our  current  generation,  but 
generations  to  come. 
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Morbidity  and  mortality  statistics  for  women  reveal  a  dichotomy.  Although 
women  tend  to  live  longer  than  men,  this  does  not  mean  that  their  health  status  is 
optimum,  nor  their  quality  of  life  ideal. 

And,  there  are  financial  and  societal  costs  associated  with  having  a  greater  pro- 
portion of  one's  life  spent  elderly  and,  typically,  alone.  Women  are  both  the  primary 
recipients  and  providers  of  long  term  care.  Approximately  75  percent  of  nursing 
home  residents  are  women.  Women  have  more  chronic,  debilitating  illnesses,  seek 
medical  attention  more  often  than  men,  take  more  medicines,  especially  anti  depres- 
sants and  tranquilizers,  and  undergo  more  surgical  procedures. 

There  is,  as  well,  a  disparity  in  the  health  status  of  America's  women  who  are 
ethnic  minorities  or  economically  disadvantaged.  For  all  women  in  the  United 
States,  as  of  1990  the  six  leading  causes  of  death  were  the  following:  Cancer  (includ- 
ing lung,  breast,  and  colon  cancer),  heart  disease,  accidents,  homicide,  cerebrovascu- 
lar diseases,  suicide,  arid  AIDS.  Five  of  the  six  loading  causes  or  death — cancer, 
heart  diseases,  accidents,  homicide,  and  cerebrovascular  diseases — are  the  same  for 
both  white  and  African  Americans.  However,  the  rates  for  four  of  the  major  causes 
of  death  are  more  than  twice  as  high  for  African  American  women  than  white 
women.  These  are  cardiovascular  and  cerebrovascular  diseases,  homicide,  and  AIDS. 
And,  there  are  higher  mortality  rates  for  certain  diseases  in  minority  women  even  if 
the  incidence  rate  is  less. 

The  relationship  between  the  status  of  women — their  roles  in  family  and  society — 
and  their  risk  of  disease  has  been  demonstrated,  in  devastating  fashion,  by  the  epi- 
demic of  HIV  infection. 

In  the  U.S.,  10  percent  of  AIDS  cases  are  now  women,  but  that  number  is  climb- 
ing dramatically,  and  it  disproportionately  affects  minority  women.  A  large  propor- 
tion of  these  women  use  intravenous  drugs  or  are  the  sexual  partners  of  IV  drug 
users.  Others  are  partners  of  hemophiliacs,  recipients  of  blood  transfusion,  partners 
of  bisexual  men,  or  ore  in  the  growing  group  of  women  whose  only  risk  factor  has 
been  heterosexual  contact. 

The  World  Health  Organization  has  estimated  that  by  the  year  2000,  the  propor- 
tion off  men  and  women  worldwide  who  are  HIV  infected  will  be  nearly  equal. 
Surely  the  brave,  smiling  face  of  a  beloved  sports  hero  in  the  press  over  the  past 
two  weeks  will  not  just  underscore  the  toll  of  heterosexual  HIV  transmission  from 
the  viewpoint  of  unsuspecting  men,  but  will  also  focus  on  this  same  problem  from 
the  perspective  of  its  toll  on  our  unsuspecting  women. 

Indeed,  social  changes  in  our  society  in  the  past  twenty  or  thirty  years  have  con- 
tributed to  the  health  problems  for  women,  especially  young  women.  In  addition  to 
AIDS,  these  include  other  sexually  transmitted  diseases,  cervical  cancer  in  younger 
women  related  to  the  human  papilloma  virus,  teenage  pregnancy  with  embarrassing 
rates  of  infant  mortality,  and  infertility.  Substance  and  alcohol  abuse,  domestic  vio- 
lence, lung,  breast,  ovarian,  and  colon  cancer,  and  the  overwhelming  problems  of 
homelessness  are  also  among  the  major  health  threats  to  our  women. 

We  need  to  better  understand  the  interrelationship  between  society's  emphasis  on 
women's  physical  attractiveness  and  girls'  concerns  about  their  bodies,  and  the  de- 
velopment of  eating  disorders,  obesity,  depression,  and  suicide. 

Biomedical  research  alone  cannot  correct  the  disparities,  inequities,  or  insensitiv- 
ities  women  face  in  the  health  care  system,  but  we  do  have  a  critical  contribution  to 
make.  Because  much  of  our  current  knowledge  is  based  on  research  in  which  the 
study  populations  were  predominantly  men,  the  challenge  now  facing  the  NIH  is  to 
establish  the  science  base  that  will  permit  reliable  diagnoses,  and  effective  treat- 
ment and  prevention  strategies  for  women. 

It  is  the  role  of  the  NIH  to  identify  and  investigate  the  gaps  in  knowledge  about 
diseases  and  conditions  that  affect  women.  We  must  and  shall  pursue  research  ef- 
forts, including  basic  science,  clinical  investigation  and  clinical  trials,  which  can 
assist  in  filling  these  gaps  and  lead  to  appropriate  clinical  interventions  and  appli- 
cations. We  must  and  shall  increase  the  participation  of  women  in  clinical  trials. 
And  we  will  increase  the  participation  of  women  in  the  conduct  of  such  studies. 

To  ensure  that  these  activities  are  addressed  throughout  the  NIH,  the  Office  of 
Research  on  Women's  Health  (ORWH)  was  established  within  the  office  of  the  direc- 
tor of  NIH  just  one  year  ago.  The  mandate  of  this  new  office  is  to  strengthen  and 
enhance  research  related  to  diseases  and  conditions  that  affect  women. 

Within  this  overall  mandate,  the  office  has  three  critical  objectives.  The  first  is  to 
ensure  that  all  research  conducted  and  supported  by  the  NIH  adequately  addresses 
the  important  issues  of  women's  health.  These  issues  have  been  defined  broadly  as 
diseases,  disorders,  and  conditions  that  are  unique  to,  more  prevalent  among,  more 
serious  in  women,  or  for  which  there  ore  different  risk  factors  or  interventions  for 
women. 
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Our  second  objective  is  to  ensure  appropriate  participation  of  women  in  clinical 
research,  especially  in  clinical  trials.  The  well-publicized  instances  of  women's  exclu- 
sion from  studies  of  cardiovascular  disease,  for  instance,  served  as  a  lightening  rod 
to  bring  about  important  changes  in  the  way  trials  will  be  conducted  henceforth. 

The  third  key  objective  is  to  direct  efforts  toward  increasing  the  number  of 
women  conducting  this  research — that  is,  women  as  scientists  and  researchers. 

A  guiding  principle  of  all  our  efforts  is  the  conviction  that  biomedical  research 
must  be  targeted  to  all  of  America's  women,  of  all  races,  ages,  and  socioeconomic 
and  ethnic  groups.  We  recognize  as  well  that  women's  health  needs  are  tied  inextri- 
cably to  other  critical  social  and  economic  issues,  and  that  our  efforts  must  address 
both  biomedical  and  behavioral  issues,  the  body  as  well  as  the  mind. 

To  address  the  first  objective,  increasing  the  level  of  attention  given  to  women's 
health  research,  the  ORWH  has  pursued  a  year-long  process  to  help  define  an  NIH 
research  agenda  for  women's  health  for  the  coming  decade.  To  that  end,  advice  was 
sought  not  only  from  the  scientists  and  experts  within  and  supported  by  the  NIH, 
but  also  from  women's  organizations,  advocacy  groups,  and  consumer  organizations 
who  provided  testimony  at  a  public  meeting  in  June.  On  September  4-6,  ORWH 
held  a  meeting  which  was  the  culmination  of  this  process — a  scientific  workshop  of 
women's  health  research  experts  from  across  the  United  States.  This  meeting  fo- 
cused not  only  on  the  scientific  issues  affecting  women's  health,  but  looked  at  these 
issues  across  a  woman's  life  span,  from  birth  to  the  later  years.  Ten  working  groups 
are  now  in  the  process  of  drafting  and  reviewing  the  report  and  making  final  recom- 
mendations based  on  the  discussions  at  this  very  important  meeting,  attended  by 
more  than  275  people.  We  anticipate  that  the  report  of  this  exciting  meeting  will  be 
complete  by  early  next  year. 

The  second  objective,  ensuring  participation  of  women  in  study  populations,  has 
been  one  of  the  highest  priorities  this  year.  The  office  responded  to  each  of  the  criti- 
cisms and  recommendations  of  a  GAO  report  requested  by  Congress,  and  has  imple- 
mented a  strengthened  and  revitalized  policy  on  the  inclusion  of  women  and  minori- 
ties in  study  populations. 

The  policy  clearly  states  that:  (1)  adequate  numbers  of  women  shall  be  included  in 
clinical  studies  proportional  to  prevalence  of  the  condition  under  study;  (2)  any  justi- 
fication for  not  including  women  in  such  studies  will  be  evaluated  by  the  peer 
review  group  assessing  the  proposal  and,  if  not  considered  to  be  appropriate,  will  be 
factored  into  the  final  recommendation  for  approval  or  disapproval  of  the  proposal; 
and  (3)  the  NIH/ADAMHA  funding  components  will  not  fund/award  grants  or  con- 
tracts until  the  applicant  provides  sufficient  information  on  the  study  population  to 
assure  compliance  with  NIH/ADAMHA  policy  on  inclusion  of  women  in  study  popu- 
lations. 

The  concluding  sentence  in  the  NIH  Guide  for  Grants  and  Contracts  announce- 
ment states  that,  "regardless  of  the  program  relevance  of  the  proposed  research,  the 
NIH  will  not  fund/award  grants  or  contracts  that  do  not  comply  with  this  policy." 
The  policy  applies  to  the  NIH  intramural  program  as  well.  Grant  and  contract  ap- 
plications are  coded,  and  the  office  is  in  the  process  of  establishing  a  system  to  track 
and  monitor  the  inclusion  of  women  and  minorities  in  studies. 

But  what  are  the  implications  of  this  policy?  Why  have  women  been  historically 
excluded  from  research?  Was  their  exclusion  an  act  of  discrimination  or  of  protec- 
tion? Women  were  excluded  for  many  reasons.  Some  of  the  stated  reasons  included 
that  cyclical  hormonal  changes  confound  results;  the  study  population  would  be  less 
homogeneous;  study  costs  are  higher  if  gender-specific  hypotheses  or  sub-group  anal- 
yses are  anticipated;  recruitment  to  studies  of  women  is  more  difficult — many  have 
transportation  or  day  care  needs  to  be  considered;  and  there  are  legal  and  ethical 
issues  surrounding  potential  exposure  to  a  fetus. 

Many  treatments  and  modalities  will  be  used  in  pregnant  women  or  women  with 
childbearing  potential,  for  instance,  but  if  they  have  not  been  tested  in  similar 
women,  we  do  not  know  the  potential  ramifications  on  the  fetus  or  fertility  of  such 
women.  These  issues  may  be  obstacles,  but  not  insurmountable  ones.  In  order  to  re- 
solve these  complex  issues,  our  office  is  working  with  the  Institute  of  Medicine  to 
address  the  medical,  legal  and  ethical  implications  of  including  women  in  clinical 
trials. 

We  will  assess  questions  such  as: 

— Is  it  possible  to  include  women  of  childbearing  age  in  clinical  research  while 
dealing  with  problems  related  to  potential  fetal  damage,  safety,  and  liability? 

— What  guidelines  should  be  developed  to  determine  under  what  circumstances 
changes  in  drug  metabolism  (and  even  surgery)  should  be  investigated  in  rela- 
tion to  phases  of  the  menstrual  cycle? 
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— Can  guidelines  be  established  to  determine  when  clinical  studies  should  be  de- 
signed to  evaluate  gender  difference? 

With  the  limited  funds  available  in  FY  1991  ($816,000),  the  ORWH  recently 
funded  its  first  awards,  providing  supplemental  funds  to  existing  research  grants, 
supported  by  the  various  institutes,  to  scientific  investigators  across  the  country. 
These  funds  are  to  expand  high-priority  research  related  to  women's  health  and  to 
specifically  increase  the  number  of  women,  including  minority  women,  in  such  stud- 
ies. Twenty  supplemental  grants  were  awarded — a  50  percent  award  rate.  We  are 
especially  pleased  that  one-half  of  the  Principal  Investigators  of  these  grants 
happen  to  be  women. 

The  supplements  support  basic  biomedical  studies,  large  community  health 
projects,  and  research  in  clinical  areas  including  breast  cancer,  heart  disease,  AIDS, 
sexually  transmitted  diseases,  arthritis,  interstitial  cystitis,  hearing  loss,  dental  dis- 
ease, incontinence,  and  a  number  of  issues  related  to  aging. 

In  funding  research  in  this  manner,  our  off  ice  can  be  a  catalyst  and  a  facilitator, 
sharing  responsibility  with  the  Institutes,  Centers,  and  Divisions  and  supporting  and 
augmenting  their  efforts. 

It  is  our  firm  belief  that  research  on  women's  health  should  not  be  segregated 
from  the  rest  of  the  research  enterprise  in  a  separate  women's  health  center  if 
issues  of  women's  health  research  are  to  truly  become  a  universal  concern  and  pri- 
ority rather  than  an  endeavor  of  a  few. 

Recognizing  that  part  of  the  problem  in  including  women  in  clinical  trials  is  the 
Institutional  Review  Board  process,  we  are  planning  a  meeting  of  chairs  and  admin- 
istrators of  IRB's  in  the  near  future,  in  order  to  utilize  the  combined  expertise  in 
finding  ways  we  can  overcome  some  of  the  barriers  investigators  must  face  in  their 
own  institutions. 

Our  third  goal,  nurturing  women  not  only  as  scientists,  but  as  leaders  in  research, 
will  be  a  top  priority  for  our  efforts  in  the  coming  year.  The  office  will  host  a  confer- 
ence in  1992  focusing  on  how  we  can  attract,  promote  and  maintain  women  in  scien- 
tific careers. 

However,  we  cannot  depend  on  solutions  occurring  simply  by  increasing  the 
number  of  female  scientists,  researchers  and  physicians.  We  must  train  and  sensi- 
tize all  health  professionals  to  understand  not  only  the  medical  needs  of  women,  but 
to  take  the  time  to  listen  to  their  patients,  to  respect  their  concerns  and  anxieties, 
and,  most  of  all,  as  so  many  women  have  consistently  told  us,  to  take  them  serious- 
ly. 

Finally,  I'd  like  to  tell  you  about  a  new  initiative,  about  which  you  have  already 
heard  Dr.  Healy  speak.  It  is  the  most  definitive,  far-reaching  study  of  women's 
health  ever  undertaken.  The  Women's  Health  Initiative,  over  at  least  a  10  year 
period,  will  examine  heart  disease  and  stroke,  cancer  (particularly  breast  cancer), 
and  osteoporosis — the  major  causes  of  death,  disability  and  frailty  in  postmenopau- 
sal women  of  all  races  and  socioeconomic  strata.  These  are  all  important  priorities 
for  women's  health,  and  were  among  the  top  recommendations  of  the  Workshop  on 
Research  opportunities  for  Women's  Health. 

The  Initiative  has  three  components:  A  large  prospective  surveillance  study,  a  na- 
tionally-based community  intervention  and  prevention  study,  and  a  series  of  ran- 
domized clinical  trials.  The  study  will  examine  the  effects  of  menopause  on  disease 
in  older  women,  as  well  as  those  of  diet  modification  (specifically  a  low-fat  diet  and 
dietary  supplements),  smoking  cessation,  use  of  hormone  replacement,  and  physical 
exercise. 

Due  to  the  size  and  importance  of  this  study,  we  recently  held  a  2-day  meeting  to 
give  the  scientific  and  lay  communities  an  opportunity  to  provide  suggestions  and 
comments  before  the  protocol  is  finalized.  At  that  time,  the  study's  Scientific  and 
Technical  working  Group  presented  the  proposed  study  design  and  parameters  to 
the  public,  including  women's  organizations,  professional  societies,  and  the  press. 

Participants  were  invited  to  provide  testimony  regarding  their  concerns  and  rec- 
ommendations about  the  study  design  and  philosophy.  We  believe  this  was  another 
important  step  in  including  women  not  only  as  study  subjects,  but  as  participants  in 
the  decision-making  process  about  research  concerning  them. 

We  believe  that  this  study  will  also  afford  us  the  opportunity  to  learn  more  about 
recruiting  and  maintaining  female  participants  in  trials,  an  important  piece  of  in- 
formation which  we  will  be  able  to  apply  to  many  other  studies. 

As  such,  this  study  is  one  of  the  major  elements  of  the  NIH  long-term  plan  for 
women's  health  research.  But  it  is  by  no  means  the  only  element.  You  can  expect 
that  further  studies  and  initiatives,  addressing  important  issues  for  women  across 
all  the  stages  of  their  life  span,  will  be  forthcoming. 
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Our  future  initiatives  will  be  guided  by  the  report  and  recommendations  of  the 
Workshop  on  opportunities  for  Research  on  Women's  Health,  in  concert  with  the 
NIH  Strategic  Plan,  which  includes  a  series  of  initiatives  regarding  the  health  of 
minorities,  women,  and  the  underserved.  With  the  additional  funds  provided  by 
Congress,  we  hope  to  fund  or  co-fund  other  priority  research  areas  and  initiate  other 
trans-NIH  studies  related  to  women's  health. 

Our  office  participates  in  the  Public  Health  service  coordinating  Committee  on 
Women's  Health,  which  is  co-chaired  by  Dr.  James  Mason  and  Dr.  Ruth  Kirschstein, 
who  preceded  me  as  acting  director  of  the  ORWH.  This  group  has  presented  to  Con- 
gress a  PHS  Action  Plan  on  women's  health,  which  brings  together  all  of  the  impor- 
tant players  throughout  PHS  who  must  work  in  concert  to  provide  not  only  re- 
search, but  services,  education  and  prevention  activities  that  are  accessible  and  rele- 
vant to  women.  An  Office  on  Women's  Health  has  recently  been  established  within 
the  office  of  the  Assistant  Secretary  for  Health  to  oversee  implementation  of  this 
Action  Plan. 

We  are  committed  to  working  to  increase  recognition  of  the  importance  of  health 
problems  specific  to  women  such  that  adequate  and  appropriate  research  and  its 
clinical  application  can  result  in  an  improvement  in  the  current  status  of  women's 
health  and  the  quality  of  their  existence  into  advanced  age. 

Our  specific  contribution  to  prevention  is  through  biomedical  and  clinical  re- 
search to  better  understand,  modify  and  deter  the  mortality  and  morbidity  associat- 
ed with  conditions  and  diseases  of  women.  Our  challenge  is  to  also  assure  that  our 
scientific  advances  are  available  to  provide  inspiration  and  hope  to  the  women  of 
this  nation  and  of  the  world. 

Mr.  Chairman,  my  task  ahead  is  an  enormous  one,  but  I  look  forward  to  working 
with  you  and  other  members  of  the  committee  in  order  to  make  a  difference  in  the 
quality  of  life  of  women  of  all  ages  and  races,  and  to  make  women's  health  a  nation- 
al reality. 

This  concludes  my  prepared  statement.  I  would  be  pleased  to  answer  any  ques- 
tions you  may  have. 

The  Chairman.  Thank  you  very  much.  That  is  very  encouraging. 
Ms.  Brown. 

Ms.  Brown.  Senator  Kennedy,  Senator  Pell,  Senator  Simon,  I  am 
pleased  to  be  here  today  and  to  represent  a  portion  of  the  women 
of  the  Nation  who  are  concerned  about  the  use  of  tobacco. 

Thanks  for  Senate  Bill  1944.  This  is  the  kind  of  bill  that  repre- 
sents our  best  hope.  We  know  with  every  fiber  of  our  being  the 
worth  of  our  lives,  and  we  are  desperately  seeking  the  opportunity 
to  live  them  to  the  fullest  without  being  lured  into  use  of  a  nonde- 
clared  drug  called  tobacco,  to  find  out  only  some  years  later  that 
we  invested  in  our  own  illness  and  in  our  own  death. 

We  acknowledge  the  fact  that  a  considerable  investment  is  made 
daily  in  smoking  directed  at  women.  It  is  in  the  billions,  and  it  is 
all  from  the  tobacco  industry.  Adding  insult  to  injury,  their  ads  are 
aimed  at  the  most  vulnerable  of  our  citizens,  mainly  those  with  a 
decided  emphasis  on  women  who  are  in  the  age  range  of  24  to  60. 
They  are  the  working  uninsured.  They  are  the  women  in  the  WIC 
program.  They  are  the  women  in  childbearing  years,  and  they  are 
the  young  women  who  mistake  a  Kool  for  *  'being  cool." 

Over  400,000  people  are  going  to  die  this  year  of  tobacco-related 
diseases.  Today  we've  come  a  long  way  in  what  we  have  already 
done  with  information  dissemination,  with  education.  We  have  con- 
vinced 38  million  people  to  quit  smoking — but  the  bad  part  of  it  is 
that  50  million  are  still  smoking.  And  teenage  girls  seem  to  pick  it 
up  sooner,  faster,  and  inhale  deeper  than  any  of  the  others  in  our 
society. 

More  than  3,000  teenagers  will  become  regular  smokers  by  the 
end  of  today.  In  1987,  for  example,  more  women  died  of  lung  cancer 
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than  died  of  breast  cancer  for  the  first  time  in  the  40  years  that  we 
have  been  keeping  those  statistics. 

We  have  the  perfect  example  here  this  morning  of  the  complex- 
ity of  a  disease.  We  talked  about  breast  cancer,  for  which  we  have 
no  real  preventive  method,  but  we  can  detect  it  early  enough  to 
cure  it.  Now  we're  talking  about  something  like  lung  cancer,  where 
we  have  no  way  of  detecting  it  early  enough  to  cure  it.  Our  cure 
rate  when  detected  is  close  to  zip,  maybe  12  to  15  percent.  But  we 
can  prevent  totally  those  lung  cancers  that  are  caused  by  cigarette 
smoking. 

For  women,  this  is  a  special  disaster,  and  they  are  the  casualties. 
They  are  the  victims  of  a  network  of  social  and  political  factors 
which  encourage  the  growth  of  tobacco,  the  bombardment  of  slick 
advertising,  and  the  use  of  tobacco  as  if  it  were  a  worthy  additive 
to  fruitful  living,  while  knowing  every  step  of  the  way  that  it  is  the 
single  most  preventable  cause  of  death  in  our  society.  It  is  indeed 
now  a  women's  issue. 

When  the  man  in  the  family  dies,  for  many  families,  the  total 
family  income  ceases  to  be,  and  the  wife  and  the  mother  struggles 
with  trying  to  make  a  living,  to  be  both  parents  to  her  children, 
and  her  life  from  day  to  day  becomes  a  system  out  of  control. 

It  is  even  more  disastrous  when  the  mother  is  ill  and  then  dies. 
The  family  income  then  is  usually  cut  in  half  and  half  again  to  pay 
for  child  care  and  homemaker  services.  Emotionally,  there  is  no 
filling  the  void.  The  nurturing  care  of  a  mother  is  nothing  that  you 
can  buy  in  the  open  market.  And  because  tobacco  is  well-known  as 
a  gateway  drug,  the  use  of  other  drugs  by  children  takes  its  place 
in  line,  and  then  they  drop  out  of  school,  and  instead  of  becoming 
productive  members  of  society,  we  find  that  the  loss  of  the  mother 
has  cost  us  the  lives  of  the  children  as  well. 

We  all  know  that  dying  is  a  very  easy  thing;  there  is  no  trick  to 
it.  Living  is  what  is  difficult.  There  is  not  a  single  tobacco-related 
disease  that  kills  you  fast.  The  guillotine  does  that.  Four  thousand 
people  this  year  will  die  due  to  smoking-related  deaths,  and  none  of 
them  will  die  easily  or  quickly.  They  will  live  in  a  most  disabled 
fashion.  They  can't  talk  because  they  have  had  strokes.  They  can't 
walk  because  they  have  had  strokes.  They  can't  breath  without  car- 
rying portable  oxygen  with  them  because  of  emphysema. 

Dr.  Pinn  has  listed  for  you  the  killing,  death-defying  diseases 
today,  and  almost  all  of  them,  as  I  listened  to  her  go  down  the  list, 
are  directly  related  to  cigarette  smoking  in  one  way,  shape  or  form. 
Osteoporosis,  kidney  cancer,  bladder  cancers,  mouth  cancers,  esoph- 
ageal cancers,  tongue  cancer,  infertility,  infant  mortality — every- 
thing that  she  named  and  that  I  can  scoot  out  of  my  mouth  are 
almost  directly  related  to  cigarette  smoking. 

I  don't  have  to  inventory  for  you  the  costs  of  these  illnesses. 
Your  committee  and  you  have  addressed  health  access  in  this  coun- 
try before  and  in  another  setting.  But  how  foolhardy  it  is  for  us  to 
continue  to  treat  and  not  to  try  to  prevent. 

I  don't  come  here  today  seeking  the  funding  for  another  new  hos- 
pital or  more  physician  training  or  another  new  biomedical  discov- 
ery or  another  nurse  or  another  bed  or  another  drug.  That's  not 
what  we're  talking  about.  We  have  developed  the  skills,  and  we 
have  the  ability  to  put  to  work  on  a  person-to-person  level  all  that 
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we  know  already  about  how  to  get  people  to  quit  and  how  to  keep 
teenagers  from  starting. 

Thanks  to  you,  Senator  Kennedy,  this  bill  addresses  a  good  por- 
tion of  those  needs.  Make  no  mistake — every,  single  neighborhood 
has  talent  in  it  in  this  country.  Through  training  and  national 
demonstration  projects,  every  woman  can  become  an  educator — 
every  woman.  For  this,  we  all  speak  the  language  that  we  need. 
Their  influence  can  bring  the  message  forcefully  to  others.  They 
will  be  the  advocates  who  will  bring  about  the  social  norm  of  not 
smoking.  They  will  influence  their  children.  They  will  influence 
the  schools.  They  will  demand  that  tobacco,  a  well-documented 
drug,  be  regulated  as  a  drug.  They  will  disseminate  information 
from  person  to  person,  and  they  will,  as  teachers,  as  aides,  as  moth- 
ers, as  well-trained  voices,  see  that  curriculums  that  have  already 
been  developed  find  their  way  to  the  ears  of  the  children. 

Lest  you  think  it  cannot  be  done,  let  me  remind  you  of  the  polio 
inoculation  system  that  involved  every  school  in  the  Nation.  Par- 
ents recruited  every  family's  participation  by  educating  themselves 
in  how  to  recruit,  what  to  say,  how  to  develop  the  materials,  how 
to  work  with  the  program,  how  to  work  with  the  system,  and  how 
to  reduce  mortality  for  our  children. 

Lest  you  think  it  cannot  be  done,  let  me  remind  you  of  what  took 
place  in  California  less  than  2  years  ago.  We  passed  the  bill  bounc- 
ing a  cigarette  tax  of  25  cents  per  package  to  support  anti-smoking 
activities.  And  in  the  first  2  years,  smoking  decreased  by  14  per- 
cent. It  was  a  people's  initiative.  People,  by  the  ones,  contributed 
over  $1  million  to  fight  the  $22  million  that  the  tobacco  industry 
put  up  against  that  initiative. 

When  you  get  people  by  the  ones  talking  to  each  other,  they 
know  what  the  answer  is  going  to  be.  Was  it  easy?  Was  it  cheap? 
Was  it  simple?  Not  on  your  life.  However,  we  learned  an  important 
lesson  then,  and  we  are  about  to  learn  it  again.  We  could  accom- 
plish more  today,  through  education  and  information  dissemination 
relative  to  tobacco  than  we  can  in  any  other  way.  But  it  takes  a 
bill  like  this;  it  costs  money,  time,  effort  and  energy.  And  if  we  as  a 
nation  are  unwilling  to  pay  those  costs,  then  I  think  we  are  going 
to  forever  pay  a  high  price  of  ignorance. 

The  women  in  this  country  are  not  ignorant,  and  they  don't  want 
to  pay  the  cost  for  not  knowing,  nor  do  they  want  their  children  to. 
Health  promotion,  disease  prevention — it's  time  has  come. 

I  thank  you  from  the  bottom  of  my  heart  for  what  you've  done  in 
putting  this  bill  forward,  and  I  can  guarantee  you  that  we  can  do 
something  very  important  with  it. 

Thank  you. 

[The  prepared  statement  of  Ms.  Brown  follows:] 

Prepared  Statement  of  Ms.  Brown 

Mr.  Kennedy,  honorable  committee  members  and  staff,  members  and  guests.  Rep- 
resenting the  women  of  the  nation  at  this  hearing  is  a  most  pleasurable  occasion  for 
me.  We  know  with  every  fiber  of  our  being  the  worth  of  our  lives  and  we  desperate- 
ly seek  the  opportunity  to  live  them  to  the  fullest  without  being  lured  into  using  a 
non  declared  drug  only  to  find  that  some  years  later  we  invested  in  our  own  illness 
and  death. 

We  acknowledge  the  fact  that  a  considerable  investment  is  made  daily  in  smoking 
directed  at  women.  It  is  in  the  billions  and  all  from  the  tobacco  industry.  Adding 
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insult  to  injury  their  ads  are  aimed  at  the  most  vulnerable  of  our  citizens  .  .  . 
mainly  those,  with  a  decided  emphasis  on  women,  who  are  in  the  age  range  of  24- 
60.  They  are  the  working  un-insured,  the  WIC  (Women,  Infants  and  Children  pro- 
gram) mothers,  those  in  child  bearing  years  and  the  young  who  mistake  a  Kool  for 
being  cool. 

Over  400,000  people  will  die  this  year  due  to  tobacco  related  diseases.  There  are 
today  about  38  million  ex-smokers  but  50  million  who  are  smokers.  Smoking  rates 
are  higher  among  blacks,  blue  collar  workers  and  less  educated  people.  Children, 
especially  girls,  are  starting  to  smoke  at  earlier  ages.  More  than  3,000  teenagers 
become  regular  smokers  each  day  in  the  United  States.  In  1987,  for  the  first  time, 
more  women  died  of  lung  cancer  than  died  of  breast  cancer  which  for  over  forty 
years  was  the  major  cause  of  cancer  death  in  women. 

For  women,  a  special  disaster  is  looming.  They  are  the  casualties.  They  are  the 
victims  of  a  network  of  social  and  political  factors  which  encourages  the  growth,  the 
bombardment  of  slick  advertising  and  the  use  of  tobacco  as  if  it  were  a  worthy  addi- 
tive to  fruitful  living  while  knowing  every  step  of  the  way  that  it  is  the  single  pre- 
ventable cause  of  death  in  our  society. 

Smoking  is  indeed  now  a  women's  issue.  When  the  man  in  the  family  dies,  for 
many,  the  total  family  income  ceases  to  be  and  the  wife  and  mother  struggles  with 
trying  to  make  a  living  and  to  be  both  parents  to  her  children.  Living  from  day  to 
day  becomes  a  system  out  of  control.  It  is  even  more  disastrous  when  the  mother  is 
ill  and  then  dies.  The  family  income  is  cut  in  half  and  then  half  or  more  again  to 
pay  for  homemaker  or  child  care  costs.  There  is  no  substitute  for  the  nurturing  care 
of  a  mother  and  children  become  more  used  to  living  in  the  streets  than  they  do  at 
home.  The  emotional  hole  is  never  filled  and  the  void  is  eased  by  smoking  and  use 
of  alcohol.  Then,  because  tobacco  is  well  known  to  be  classified  a  "gateway  drug," 
use  of  other  drugs,  dropping  out  and  instead  of  becoming  a  productive  member  of 
society  we  find  that  one  woman's  life  has  cost  us  the  lives  of  the  young  as  well. 

We  all  know  that  dying  is  easy  ...  it  is  living  that  is  enormously  difficult.  There 
is  not  a  single  tobacco  related  disease  that  kills  quickly  .  .  .  like  the  guillotine. 
While  400,000  die  this  year  for  many,  they  lived,  and  a  new  group  is  living,  those 
final  years  unable  to  walk,  to  talk  or  to  move  their  arms.  Stroke  robbed  them  of 
control  of  even  their  most  intimate  habits  and  heart  disease  and  emphysema  made 
even  breathing  a  labored  affair.  The  fearsome  duo  of  tobacco  and  women  brings  os- 
teoporosous,  cancers  of  the  lung,  bladder,  kidneys,  mouth,  esophagus,  larynx,  tongue 
and  neck,  infertility,  early  menopause  and  is  a  direct  cause  of  death  of  4,000  infants 
yearly. 

You  know  far  better  than  I  the  enormous  costs  of  the  illnesses  and  therapies.  I 
will  not  inventory  or  detail  those  to  you.  Because  there  is  no  manner  in  which  most 
of  these  can  be  detected  early  enough  to  effect  cure  it  is  now  time  to  move  to  the 
preventive  mode  .  .  .  how  foolhardy  we  would  be  to  continue  to  treat  and  not  pre- 
vent. 

We  do  not  need  or  seek  funding  for  another  hospital,  or  more  physician  training 
or  another  new  biomedical  discovery  or  another  nurse  or  bed  or  drug.  We  have  de- 
veloped the  skills  and  have  the  ability  to  put  to  work  at  the  person  to  person  level 
all  that  we  know  about  how  people  quit  using  tobacco  and  how  youngsters  can  be 
convinced  not  to  start.  Thanks  to  you,  Senator  Kennedy  and  your  committee,  S. 
1944  addresses  many  of  these  needs. 

Make  no  mistake  there  is  talent  in  every  neighborhood  in  this  country.  Through 
training  and  national  demonstration  projects  every  woman  can  become  an  educator. 
For  this  we  all  speak  the  language  needed.  Their  influence  can  bring  the  message 
forcefully  to  others.  They  will  be  the  advocates  who  will  bring  about  the  social  norm 
of  not  smoking.  They  will  influence  their  children  and  the  schools.  They  will 
demand  that  tobacco,  a  well  documented  drug,  be  regulated  as  a  drug.  They  will 
disseminate  information  from  person  to  person  and  they  will,  as  teachers,  aides, 
mothers  and  well  trained  voices  see  that  the  curriculums  already  developed  and  of- 
fered to  the  schools  are  used,  understood  and  accepted  as  each  child  strives  to  accept 
personal  responsibility  for  his  or  her  life  and  well  being. 

As  true  as  it  is  that  tobacco  money  is  funding  women's  organizations  all  over  the 
country  with  the  hidden  agenda  of  keeping  them  quiet  I  do  not,  for  a  moment,  think 
they'll  be  successful.  They've  underestimated  the  size  of  the  brain  in  the  female 
head. 

Least  you  think  that  it  cannot  be  done  I  remind  you  of  the  polio  inoculation 
system  that  involved  every  school  in  the  nation.  Parents  recruited  each  family's  par- 
ticipation by  educating  themselves  in  how  to  recruit,  what  to  say,  how  to  develop 
the  materials,  how  to  work  the  program,  how  to  work  the  systems  and  how  to 
reduce  mortality  of  our  most  precious  assets  .  .  .  our  children. 
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Least  you  think  it  cannot  be  done  please  allow  me  to  tell  you  that  in  California 
where  a  cigarette  tax  of  25  cents  per  package  was  levied  to  support  anti-smoking 
activities  the  price  of  cigarettes  has  declined  14  percent. 

This  was  a  people's  initiative  and  people  by-the-ones  contributed  over  $1  million 
to  see  that  the  ballot  measure  succeeded.  The  tobacco  industry  spent  more  than  $20 
million  peddling  their  messages  of  death,  aimed  in  no  small  way  directly  at  women, 
in  opposition.  They  lost  BIG  ...  as  the  voice  of  the  people  came  through  loud  and 
clear. 

Was  it  easy?  Was  it  cheap?  Was  it  simple?  .  .  .  not  on  your  life.  However,  we 
learned  an  important  lesson  then  and  we're  about  to  learn  it  again  ...  we  can  ac- 
complish more  through  education  and  information  dissemination  about  the  imposi- 
tions of  tobacco  than  we  can  in  any  other  way.  But  it  is  expensive  in  time,  effort, 
energy  and  money.  However,  we  must  be  willing  to  pay  those  costs.  If  we  are  unwill- 
ing to  pay  those  costs  then  we  will  forever  pay  the  enormously  high  price  of  igno- 
rance. I,  for  one,  will  not  be  party  to  paying  that  bill  so  I  am  here  begging  you  to 
lead  the  bombardment  of  our  nation  in  the  cause  of  health  promotion,  not  destruc- 
tion, from  the  weed  called  tobacco. 

Again,  my  thanks  for  allowing  me  this  time  to  speak  with  you  today. 

The  Chairman.  Thank  you  very  much. 
Dr.  Lett,  we're  delighted  to  welcome  you. 

Dr.  Lett.  Good  morning,  Mr.  Chairman  and  Senator  Simon.  My 
name  is  Dr.  Susan  Lett,  and  I  am  the  medical  director  of  the  im- 
munization program  at  the  Massachusetts  Department  of  Public 
Health. 

I'd  like  to  commend  this  committee  for  your  support  of  the  Pre- 
ventive Health  and  Preventive  Services  Block  Grants  and  the  Na- 
tional Childhood  Vaccine  Program  and  for  your  interest  in  immu- 
nizations. 

I  appreciate  the  opportunity  to  come  here  today  to  talk  to  you 
about  these  issues.  In  my  testimony,  I  will  review  the  significance 
of  vaccine  preventable  diseases  prior  to  the  availability  of  immuni- 
zations. I  will  tell  you  of  the  tragedies  that  occur  when  we  fail  to 
immunize  our  children,  and  I  will  tell  you  of  the  deaths  and  dis- 
abilities they  suffer. 

I  will  tell  you  how  funds  from  the  block  grant  and  the  national 
vaccine  program  led  to  a  decrease  in  cases  and  deaths  from  these 
diseases  over  the  past  20  years.  But  I  will  also  describe  how  these 
diseases  have  recently  returned  to  certain  parts  of  this  country 
where  children  are  not  adequately  immunized.  I  will  then  describe 
certain  aspects  of  the  Massachusetts  immunization  program  that 
might  interest  the  committee. 

The  past  four  decades  have  been  years  of  phenomenal  progress  in 
all  areas  of  medicine.  Yet  in  terms  of  lives  spared  or  productive 
years  spared,  nothing  rivals  preventive  pediatrics,  specifically  im- 
munizations. 

Immunizations  have  long  been  the  cornerstone  of  preventive 
health  care,  and  few  other  health  services,  whether  curative  or  pre- 
ventive, have  proven  to  be  so  cost-effective.  The  benefit-to-cost  ratio 
of  some  of  the  major  childhood  vaccines  are  outlined  in  Attach- 
ment 1  of  my  testimony.  These  ratios  are  based  on  acute  medical 
costs  only  and  do  not  include  such  indirect  costs  as  loss  of  income. 
Yet  by  comparing  the  cost  of  vaccine  to  the  expense  of  treating  dis- 
eases they  prevent,  you  can  clearly  see  the  value  of  immunizations. 

I'd  like  to  just  review  some  historical  background  now.  Most 
people  can  remember  when,  in  the  pre-vaccine  era  in  the  United 
States,  15-20,000  cases  of  paralytic  polio  occurred  each  year.  Most 
people  can  remember  how  tetanus  or  "lock  jaw"  sometimes  oc- 
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curred  in  adults  after  puncture  wounds.  However,  most  people 
don't  remember  that  babies  died  of  tetanus  in  this  country  because 
of  infected  umbilical  cords;  that  there  were  between  500,000  to  4 
million  cases  of  measles  each  year,  with  between  1,000  and  3,000 
deaths;  that  there  were  between  300,000  and  500,000  cases  of  per- 
tussis or  whooping  cough  each  year,  and  that  in  some  years  be- 
tween 10,000  and  30,000  people  died  in  the  United  States  from 
whooping  cough. 

The  health  complications  caused  by  the  vaccine  preventable  dis- 
eases can  be  extensive,  and  they  include  inflammation  of  the  lungs, 
heart,  brain  and  other  organs,  often  resulting  in  permanent 
damage.  Victims  can  suffer  from  seizures,  permanent  neurologic 
damage  including  paralysis  and  deafness,  blindness  and  sterility. 
Birth  defects  and  mental  retardation  also  occur. 

The  care  of  children  with  these  disabilities  places  great  demands 
on  our  public  hospitals,  schools  and  rehabilitation  programs.  For 
this  group,  the  number  of  years  of  productive  life  lost  is  enormous, 
and  the  emotional  impact  on  their  families  and  themselves  is  im- 
measurable. 

Vaccines  against  pertussis,  diphtheria  and  tetanus  became 
widely  available  in  the  1950's,  and  polio  vaccine  was  first  released 
in  1955.  During  the  1960's  and  early  1970's,  vaccines  against  mea- 
sles, rubella  and  mumps  were  licensed.  At  this  time,  the  National 
Childhood  Vaccine  Program  was  created  by  the  Federal  Govern- 
ment and  administered  through  the  Centers  for  Disease  Control. 
This  program  provided  funds  to  States  to  ensure  the  adequate  im- 
munization of  their  children.  Additional  resources  for  State  pro- 
grams were  made  available  through  the  Preventive  Health  and 
Health  Services  Block  Grants. 

In  1977,  a  series  of  national  initiatives  to  reduce  cases  of  vaccine 
preventable  diseases  were  implemented.  The  initiatives  consisted  of 
aggressive  disease  surveillance  and  control  measures  and  the  enact- 
ment and  enforcement  of  school  immunization  laws. 

By  1980  in  the  United  States,  we  saw  a  98  percent  reduction  in 
vaccine  preventable  diseases.  But  during  the  1980's,  cases  of  these 
diseases  began  to  rise  again,  and  the  vaccine  preventable  diseases 
that  occurred  in  1990  are  outlined  in  Attachment  2. 

Attachment  3  shows  that  in  1990  almost  28,000  people  contracted 
measles,  and  of  those  90  people  died.  More  than  half  of  those 
deaths  occurred  among  children  younger  than  five,  and  although 
the  number  of  cases  in  1990  is  only  3  percent  of  those  cases  report- 
ed at  the  time  of  peak  incidence,  this  is  the  largest  number  of  cases 
that  have  occurred  in  a  single  year  since  1977  and  the  largest 
number  of  deaths  since  1971. 

Failure  to  vaccine  children  at  the  appropriate  age  was  the  major 
factor  contributing  to  this  resurgence  of  measles  in  this  country.  In 
areas  where  outbreaks  occurred,  surveys  showed  that  as  few  as  50 
percent  of  the  children  had  been  vaccinated  by  the  time  they  were 
two.  There  were  many  complex  factors  contributing  to  the  low  vac- 
cination rate.  People  faced  such  barriers  as  inconvenient  clinic 
hours  and  locations  and  lack  of  walk-in  services.  Non-English- 
speaking  patients  were  unable  to  communicate  with  clinic  staff. 
Also,  there  were  missed  opportunities  when  clinic  staff  failed  to  use 
every  health  encounter  as  an  opportunity  to  vaccine  or  failed  to 


48 


use  multiple  vaccines.  In  some  cases,  lack  of  vaccine  and  adequate 
personnel  to  staff  clinics  was  also  a  problem. 

Many  of  these  factors  were  exacerbated  when  public  clinics 
became  overburdened  by  patients  who  could  once  afford  private 
sector  care.  The  increase  in  patients  switching  from  private  to 
public  health  care  will  continue  with  the  current  recession. 

A  national  resurgence  in  rubella  and  congenital  rubella  syn- 
drome has  also  been  reported.  Congenital  rubella  syndrome  occurs 
in  children  whose  mothers  acquire  rubella  during  pregnancy.  The 
defects  associated  with  it  include  mental  retardation,  severe  cardi- 
ac and  eye  problems,  deafness,  bone  deformities  and  growth  retar- 
dation. In  1990  more  than  1,100  cases  of  rubella  and  11  cases  of 
congenital  rubella  syndrome  were  reported.  This  is  the  highest 
number  since  1982  and  the  highest  number  of  congenital  rubella 
syndrome  cases  since  1979.  This  trend  continues  in  1991,  and  al- 
ready this  year  there  are  over  1,200  cases  reported. 

Over  the  past  several  years,  a  rise  in  the  number  of  cases  of 
mumps  and  whooping  cough  has  also  been  reported. 

There  are  new  demands  on  programs  and  the  need  for  new  child- 
hood vaccines.  Since  1989,  the  ability  of  State  programs  to  continue 
to  adequately  provide  vaccine  to  their  children  has  been  threatened 
by  a  number  of  factors  such  as  the  rising  cost  of  vaccines,  excise 
taxes,  and  recommendations  for  additional  doses  of  vaccine  like  the 
second  dose  of  measles. 

In  the  fall  of  1990,  Haemophilus  influenza  type  b,  or  Hib,  vaccine 
was  approved  for  use  in  infants.  This  is  an  advance  in  child  health 
which  many  pediatricians  say  can  be  ranked  second  in  importance 
only  to  polio  vaccine.  This  vaccine  will  protect  infants  against  inva- 
sive Hib  disease,  which  is  the  most  common  cause  of  meningitis  in 
early  childhood.  It  also  causes  other  life-threatening  throat,  heart, 
lung  and  blood  infections. 

A  formal  recommendation  for  universal  immunization  of  infants 
against  hepatitis  B  is  expected  imminently  from  the  advisory 
bodies  of  the  American  Academy  of  Pediatrics  and  the  CDC.  The 
previous  strategy  of  immunizing  only  high-risk  groups  and  infants 
born  to  infected  mothers  has  failed.  The  incidence  of  hepatitis  B 
has  increased  at  a  rate  of  5  to  6  percent  per  year.  Transmission  of 
hepatitis  B  from  chronically  infected  mothers  to  infants  during  the 
perinatal  period  has  the  greatest  long-term  consequences.  At  least 
90  percent  of  the  infected  infants  will  remain  chronically  infected, 
and  10-15  percent  of  them  will  die  in  young  adulthood  from  hepati- 
tis B  related  chronic  liver  disease. 

Infants  not  infected  at  birth  remain  at  high  risk  of  acquiring 
chronic  infection  during  the  first  5  years  of  life. 

These  new  advances  and  recommendations  are  gladly  welcomed 
by  State  immunization  programs,  and  I  expect  most  will  attempt  to 
implement  them  as  soon  as  possible.  However,  these  changes  in- 
crease the  demands  on  States  that  are  already  struggling  to  pro- 
vide existing  immunizations,  expand  access  to  care,  and  deal  with 
the  outbreaks  of  measles,  mumps,  rubella  and  whooping  cough  that 
are  occurring. 

I'd  like  to  share  with  you  now  some  experience  we  have  in  Mas- 
sachusetts on  dealing  with  these  issues.  After  the  initiation  of  the 
National  Childhood  Vaccine  Program  in  the  1960's,  States  pur- 
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chased  vaccine  at  Federally  contracted  discount  rates,  and  three 
types  of  programs  evolved  amongst  the  different  States  to  distrib- 
ute these  vaccines.  They  chose  to  distribute  vaccine  to  public  clinics 
only,  to  public  clinics,  medicaid  clients  and  selective  practices  or  to 
all  providers,  public  and  private,  which  is  universal  distribution. 

Massachusetts  has  always  been  committed  to  universal  distribu- 
tion, and  we  are  one  of  approximately  12  States  to  distribute  vac- 
cine to  health  care  providers  in  both  the  public  and  private  sectors. 
In  Massachusetts  we  have  either  very  limited  or  nonexistent  local 
health  department,  clinics.  However,  a  unique  public-private  part- 
nership has  been  forged  in  our  State  that  allows  us  to  obtain  ade- 
quate amounts  of  vaccine  and  administer  it  effectively.  A  schemat- 
ic of  our  universal  distribution  system  is  in  Attachment  4  of  the 
testimony. 

Our  ability  to  universally  provide  vaccine  was  recently  threat- 
ened by  the  factors  I  mentioned  earlier — rising  costs,  excise  tax, 
recommendations  for  additional  doses  of  vaccine,  and  the  approval 
of  new  vaccines. 

The  costs  for  statewide  distribution  rose  from  $3  million  in  1987 
to  more  than  $12  million  in  1991.  The  previously  allotted  Federal 
funds  from  the  prevention  block  grants  and  the  vaccine  program 
and  the  State  funds  were  inadequate. 

In  order  to  demonstrate  support  for  a  universal  program  in  Mas- 
sachusetts and  to  secure  funding,  a  public-private  coalition  was 
formed.  This  resulted  in  our  legislature  creating  the  Vaccine  Trust 
Fund  with  revenues  from  the  "uncompensated  care  pool."  The  fund 
will  provide  more  than  70  percent,  or  $10.7  million,  of  our  vaccine 
budget  this  year.  The  remainder  of  our  funding  will  come  from 
Federal  sources. 

We  distribute  vaccines  free  of  charge  to  all  health  care  providers 
in  the  State.  Those  providers  who  participate  in  our  program  can 
charge  a  small  administration  fee  which  must  be  waived  if  the  pa- 
tient cannot  afford  to  pay.  Thus,  in  Massachusetts,  most  children 
are  vaccinated  by  their  primary  care  provider.  In  1990  we  distribut- 
ed approximately  two  million  doses  of  vaccine  and  70  percent  of  it 
was  administered  in  the  private  sector.  The  remaining  vaccine  is 
administered  at  public  sites  such  as  local  boards  of  health,  commu- 
nity health  centers,  public  hospitals,  and  visiting  nurse  associa- 
tions. 

We  believe  that  our  policy  of  universal  distribution  has  resulted 
in  extremely  high  immunization  rates,  as  seen  in  Attachment  5. 
And  our  policy  has  also  resulted  in  a  very  low  number  of  vaccine 
preventable  diseases,  as  seen  in  Attachment  6. 

States  without  universal  immunization  programs  do  not  enjoy 
these  high  rates  and  have  been  the  sites  of  large  outbreaks  of  vac- 
cine preventable  diseases.  Attachment  7  illustrates  that  most  of  the 
measles  cases  reported  in  1990  occurred  in  States  without  universal 
distribution. 

While  the  rest  of  the  Nation  was  experiencing  an  epidemic,  Mas- 
sachusetts saw  a  two-thirds  reduction  in  measles  cases.  Only  33 
cases  in  our  entire  State  were  reported  in  1990,  and  only  37  cases 
so  far  this  year.  Attachment  5  shows  that  in  1990,  98  to  99  percent 
of  children  in  kindergarten  and  daycare  in  Massachusetts  were  im- 
munized against  measles,  and  between  87  to  91  percent  of  our  2 
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year-olds  and  92  percent  of  our  college  students  are  immunized 
against  measles. 

Likewise,  Massachusetts  has  not  experienced  the  national  resur- 
gence in  rubella  and  congenital  rubella  syndrome.  Since  January  of 
1990,  only  two  cases  of  rubella  have  been  reported  each  year,  and 
no  cases  of  congenital  rubella  syndrome  have  occurred. 

But  what  are  our  future  needs?  The  Vaccine  Trust  Fund  has  al- 
lowed us  to  supply  the  second  dose  of  measles  vaccine  universally 
and  to  immunize  infants  with  Hib  vaccine.  Since  February  of  this 
year,  we  have  distributed  over  385,000  doses  of  Hib  vaccine,  and  we 
have  already  seen  a  two-thirds  reduction  in  the  number  of  cases  of 
Hib  disease  in  children  under  5. 

We  also  want  to  start  new  programs.  We  want  to  begin  immuniz- 
ing against  hepatitis  b,  and  we  would  like  to  start  planning  pro- 
grams for  not-yet-licensed  vaccines  for  diseases  such  as  chicken 
pox.  But  to  continue  existing  immunization  programs  and  start 
new  ones,  we  need  additional  Federal  funds. 

Funding  for  immunization  is  money  well-spent.  For  example, 
consider  the  eradication  of  small  pox.  Just  two  decades  ago,  this 
disease  was  causing  illness,  debility  and  death  worldwide.  But 
through  aggressive  immunization  programs  like  the  ones  I  have 
just  described,  and  international  cooperation,  smallpox  was  eradi- 
cated from  the  world  in  1979.  If  interest  and  funding  were  avail- 
able to  continue  aggressive  immunization  efforts,  we  could  achieve 
eradication  of  other  vaccine  preventable  diseases. 

As  the  National  Vaccine  Advisory  Committee  states:  "Immuniza- 
tion benefits  not  only  the  child  vaccinated,  but  society  as  a  whole. 
Vaccine  preventable  diseases  are  contagious.  Outbreaks  amongst 
any  group  threaten  all  susceptible  children  and  adults.  Because  dis- 
ease occurring  in  one  part  of  the  country  is  a  threat  to  all,  Federal, 
State  and  local  governments  share  the  responsibility  for  their  con- 
trol and  elimination." 

In  conclusion  I'd  like  to  thank  Senator  Kennedy  and  the  commit- 
tee for  the  opportunity  to  speak  to  you  about  the  problems  facing 
childhood  immunization  programs  and  our  attempts  to  solve  them 
in  Massachusetts.  Our  preventive  immunization  program  is  suc- 
cessful. Our  governor  and  our  State  legislature  are  committed  to 
immunizations.  But  additional  funding  through  the  Federal  block 
grant  system  and  vaccine  program  is  critical  for  us  and  other 
States  to  continue  protecting  our  Nation's  children. 

Thank  you. 

[The  prepared  statement  of  Dr.  Lett  (with  attachments)  follows:] 
Prepared  Statement  of  Dr.  Lett 

Good  morning  Mr.  Chairman  and  members  of  the  committee.  My  name  is  Dr. 
Susan  M.  Lett,  and  I  am  the  medical  director  of  the  immunization  program  at  the 
Massachusetts  Department  of  Public  Health.  I  would  like  to  commend  Senator  Ken- 
nedy and  this  committee  for  your  support  of  the  Preventive  Health  and  Preventive 
Services  Block  Grant  and  the  National  Childhood  Vaccine  Program,  and  your  inter- 
est in  immunizations.  I  appreciate  the  opportunity  to  come  here  today  to  talk  to  you 
about  these  issues.  In  my  testimony,  I  will  review  the  significance  of  vaccine  pre- 
ventable diseases  prior  to  the  availability  of  immunizations,  I  will  tell  you  of  the 
tragedies  that  occur  when  we  fail  to  immunize  our  children,  and  I'll  tell  you  of  the 
deaths  and  disabilities  they  suffer.  I  will  tell  you  how  funds  from  the  block  grant 
and  the  National  Childhood  Vaccine  Program  led  to  a  decrease  in  cases  and  deaths 
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from  vaccine  preventable  diseases  over  the  past  twenty  years.  But,  I  will  also  de- 
scribe how  these  diseases  have  recently  returned  to  certain  parts  of  this  country 
where  children  are  not  adequately  immunized.  I  will  then  describe  certain  aspects 
of  the  Massachusetts  Immunization  program  that  may  interest  your  committee. 

The  past  four  decades  have  been  years  of  phenomenal  progress  in  all  areas  of 
medicine.  Yet  in  terms  of  lives  saved  or  productive  years  spared,  nothing  rivals  pre- 
ventive pediatrics,  specifically  immunization.  Immunizations  have  long  been  the  cor- 
nerstone of  preventive  health  care.  Few  other  health  services,  whether  curative  or 
preventive  have  proven  to  be  so  cost  effective.  The  benefit-to-cost  ratio  of  some  of 
the  major  childhood  vaccines  are  outlined  in  Attachment  1.  These  ratios  are  based 
on  acute  medical  costs  only  and  do  not  include  such  indirect  costs  as  loss  of  income. 
Yet  by  comparing  the  cost  of  the  vaccine  to  the  expense  of  treating  the  disease  they 
prevent,  you  can  clearly  see  the  value  of  immunizations 

Historical  Background 

Most  people  can  remember  when,  in  the  pre-vaccine  era  in  the  United  States,  15 
to  20,000  cases  of  paralytic  polio  occurred  each  year.  Most  people  can  remember  how 
tetanus  or  "lock  jaw"  sometimes  occurred  in  adults  after  puncture  wounds.  Howev- 
er most  people  do  not  remember  that: 

1.  Babies  died  of  tetanus  because  of  infected  umbilical  cords; 

2.  500,000  to  4  million  cases  of  measles  occurred  each  year,  with  1,000  to  3,000 
deaths. 

3.  300,000  to  500,000  cases  of  pertussis,  also  known  as  whooping  cough,  occurred 
each  year  and  that  in  some  years  between  10,000  and  30,000  people  died. 

The  health  complications  caused  by  vaccine  preventable  diseases  can  be  extensive. 
They  include  inflammations  of  the  lungs,  heart,  brain  and  other  organs,  often  re- 
sulting in  permanent  damage.  Victims  can  suffer  from  seizures,  permanent  neurolo- 
gic damage  (including  paralysis  and  deafness),  blindness,  and  sterility.  Birth  defects 
and  mental  retardation  also  occur.  The  care  of  children  with  these  disabilities 
places  great  demands  on  our  public  hospitals,  schools  and  rehabilitation  programs. 
For  this  group,  the  number  of  years  of  productive  life  lost  is  enormous.  The  emo- 
tional impact  on  their  families  and  themselves  is  immeasurable. 

Vaccines  against  pertussis,  diphtheria,  and  tetanus  became  widely  available 
during  the  1950's,  and  polio  vaccine  was  first  released  in  1955.  During  the  1960's 
and  early  1970's  vaccines  against  measles,  rubella,  and  mumps  were  licensed.  Also 
during  this  time,  the  National  Childhood  Vaccine  Program  was  created  by  the  feder- 
al government  and  administered  through  the  Centers  for  Disease  Control.  This  pro- 
gram provided  funds  to  the  states  to  ensure  the  adequate  immunization  of  their 
children.  Additional  resources  for  state  programs  were  made  available  through  the 
Preventive  Health  and  Health  Services  Block  Grants.  In  1977,  a  series  of  national 
initiatives  to  reduce  cases  of  vaccine  preventable  disease  was  implemented.  The  ini- 
tiatives consisted  of  aggressive  disease  surveillance  and  control  measures,  and  the 
enactment  and  enforcement  of  school  immunization  laws.  By  1980,  we  saw  a  98  per- 
cent reduction  in  vaccinepreventable  diseases. 

Current  Status  of  Vaccine  Preventable  Disease 

During  the  1980's,  cases  of  vaccine  preventable  diseases  began  to  rise.  The  vaccine 
preventable  diseases  that  occurred  in  1990  are  outlined  in  Attachment  2. 

Attachment  3  shows  that  in  1990,  almost  28,000  people  contracted  measles.  Of 
those,  nearly  90  people  died.  More  than  half  those  deaths  occurred  among  children 
younger  than  5.  Although  the  number  of  cases  in  1990  is  only  3  percent  of  the 
number  of  cases  reported  at  the  time  of  peak  incidence,  this  is  the  largest  number  of 
cases  in  a  single  year  since  1978,  and  the  largest  number  of  deaths  since  1971.  Fail- 
ure to  vaccinate  children  at  the  appropriate  age  was  the  major  factor  contributing 
to  this  resurgence  of  measles.  In  areas  where  outbreaks  occurred,  surveys  showed 
that  as  few  as  50  percent  of  the  children  had  been  vaccinated  against  measles  by  the 
time  they  were  two.  There  were  many  complex  factors  contributing  to  the  low  vacci- 
nation rate.  People  faced  such  barriers  as  inconvenient  clinic  hours  and  locations 
and  lack  of  walk-in  services.  People  speaking  a  foreign  language  sometimes  cannot 
communicate  with  clinic  staff.  Also,  there  were  missed  opportunities  when  clinic 
staff  failed  to  use  multiple  vaccines  and  sometimes  they  ran  out  of  vaccine.  Some  of 
these  problems  were  exacerbated  when  public  clinics  became  overburdened  by  pa- 
tients who  once  could  afford  private  care.  The  increase  in  patients  switching  from 
private  to  public  health  care  will  continue  with  the  current  recession. 
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A  national  resurgence  in  rubella  and  congenital  rubella  syndrome  (CRS)  has  also 
been  reported.  CRS  occurs  in  children  whose  mothers  acquire  rubella  during  preg- 
nancy. The  defects  associated  with  it  include  mental  retardation,  severe  cardiac  and 
eye  problems,  deafness,  bone  deformities  and  growth  retardation.  In  1990,  more 
than  1,100  cases  of  rubella  and  11  cases  of  CRS  were  reported.  This  reflects  the 
highest  number  of  rubella  cases  since  1982  and  the  highest  number  of  CRS  cases 
since  1979.  This  increasing  trend  continues  in  1991.  Over  the  past  several  years  a 
rise  in  the  number  of  cases  of  mumps  and  whooping  cough  has  also  been  reported. 

New  Demands  on  Programs  and  the  Need  for  New  Childhood  Vaccine 

Since  1989,  the  ability  of  state  programs  to  continue  to  adequately  provide  vaccine 
to  their  children  has  been  threatened  by  a  number  of  factors,  such  as  the  rising 
costs  of  vaccine,  excise  taxes,  and  recommendations  for  additional  doses  of  vaccine 
(eg.  the  second  dose  of  measles  vaccine). 

In  the  fall  of  1990,  Haemophilus  influenzae  type  b  (Hib)  vaccine  was  approved  for 
use  in  infants.  This  is  an  advance  in  child  health,  which  many  pediatricians  say  can 
be  ranked  second  in  importance  only  to  polio  vaccine.  This  vaccine  will  protect  in- 
fants against  invasive  Hib  disease,  which  is  the  most  common  cause  of  meningitis  in 
early  childhood.  It  also  causes  other  life-threatening  throat,  heart,  lung  and  blood 
infections. 

A  formal  recommendation  for  universal  immunization  of  infants  against  hepatitis 
B  is  expected  imminently  from  the  advisory  bodies  of  the  American  Academy  of  Pe- 
diatrics (AAP),  and  the  CDC.  The  previous  strategy  of  immunizing  only  high  risk 
groups,  and  infants  born  to  infected  mothers  has  failed.  The  incidence  of  hepatitis  B 
increased  at  rate  of  5-6  percent  per  year  from  1982-1986.  Transmission  of  hepatitis 
B  from  chronically  infected  mother  to  infants  during  the  perinatal  period  has  the 
greatest  long  term  consequences.  At  least  90  percent  of  the  infected  infants  will 
remain  chronically  infected,  and  10-15  percent  of  them  will  die  from  hepatitis  B  re- 
lated chronic  liver  disease  as  adults.  Infants  not  infected  at  birth  remain  at  high 
risk  of  acquiring  a  chronic  hepatitis  B  infection  during  the  first  five  years  of  life. 

These  new  advances  and  recommendations  are  gladly  welcomed  by  state  immuni- 
zation programs  and  I  expect  most  will  attempt  to  implement  them  as  soon  as  possi- 
ble. However,  these  changes  increase  the  demands  on  states  that  already  are  strug- 
gling to  provide  existing  immunizations,  expand  access  to  care  and  deal  with  the 
outbreaks  of  measles,  mumps,  rubella  and  whooping  cough  that  are  occurring. 

The  Massachusetts  Experience 

After  the  initiation  of  the  National  Childhood  Vaccine  Program  in  the  1960's 
states  purchased  vaccine  at  federally  contracted  discount  rates.  Three  types  of  pro- 
grams evolved  to  distribute  these  vaccines.  States  chose  to  distribute  vaccine  to: 

— public  clinics  only 

— public  clinics,  Medicaid  clients,  and  selective  practices 
— all  providers,  public  and  private  (universal  distribution) 

Massachusetts  has  always  been  committed  to  universal  vaccine  distribution.  We 
are  one  of  approximately  12  states  to  distribute  vaccine  to  health  care  providers  in 
both  the  public  and  private  sectors.  In  Massachusetts  we  have  either  very  limited  or 
nonexistent  local  health  department  clinics. 

However,  a  unique  public-private  partnership  has  been  forged  in  our  state  that 
allows  us  to  obtain  adequate  amounts  of  vaccine  and  administer  it  effectively.  A 
schematic  of  our  universal  distribution  system  appears  in  Attachment  4. 

Our  ability  to  universally  provide  vaccine  was  recently  threatened  by  a  number  of 
factors  that  I  mentioned  earlier.  They  include  rising  costs,  excise  tax,  recommenda- 
tions for  additional  doses  of  vaccine  and  the  approval  of  new  vaccines.  The  costs  for 
state-wide  distribution  rose  from  $3  million  in  1987  to  more  than  $12  million  in 
1991.  The  previously  allotted  federal  funds  from  the  prevention  block  grants  and 
vaccine  program  and  the  state  funds  were  inadequate.  In  order  to  demonstrate  sup- 
port for  a  universal  program  in  Massachusetts  and  secure  funding,  a  public-private 
coalition  was  formed.  This  resulted  in  our  legislature  creating  the  Vaccine  Trust 
Fund  with  revenues  from  the  "uncompensated  care  pool."  The  fund  will  provide 
more  than  70  percent  or  ($10.7  million)  of  our  vaccine  budget  this  year.  The  remain- 
der of  our  funding  will  come  from  federal  sources. 

We  distribute  vaccines  free  of  charge  to  all  health  care  providers  in  the  state. 
Those  providers  who  participate  in  our  program  can  charge  a  small  administration 
fee  which  must  be  waived  if  the  patient  cannot  afford  to  pay.  Thus,  in  Massachu- 
setts most  children  are  vaccinated  by  their  primary  care  provider.  In  1990,  we  dis- 
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tributed  approximately  2  million  doses  of  vaccine,  and  seventy  percent  of  our  vac- 
cine was  administered  in  the  private  sector.  The  remaining  vaccine  is  administered 
at  public  sites  such  as  local  boards  of  health,  community  health  centers,  public  hos- 
pitals and  visiting  nurse  associations. 

We  believe  that  our  policy  of  universal  distribution  has  resulted  in  extremely 
high  immunization  rates,  as  seen  in  Attachment  5.  Our  policy  hag  also  resulted  in 
very  low  number  of  cases  of  vaccine  preventable  diseases,  as  seen  in  Attachment  6. 

States  without  universal  immunization  programs  do  not  enjoy  these  high  immuni- 
zation rates  and  have  been  the  sites  of  large  outbreaks  of  vaccine  preventable  dis- 
eases. Attachment  7  illustrates  that  most  of  the  measles  cases  reported  in  1990  oc- 
curred in  states  without  universal  distribution. 

While  the  rest  of  the  nation  was  experiencing  an  epidemic,  Massachusetts  saw  a 
two-thirds  reduction  in  measles  cases.  Only  33  cases  were  reported  in  1990,  and  only 
37  cases  so  far  this  year.  Attachment  5  shows  that  in  1990,  98  to  99  percent  of  chil- 
dren in  kindergarten  and  daycare  were  immunized  against  measles.  Also,  87-91  per- 
cent of  two  year  olds  and  92  percent  of  our  college  students  were  immunized  against 
measles. 

Likewise,  Massachusetts  has  not  experienced  the  national  resurgence  in  rubella 
and  congenital  rubella  syndrome.  Since  January  of  1990,  only  2  cases  of  rubella 
have  been  reported.  No  cases  of  CRS  have  occurred. 

Our  Future  Needs 

The  Vaccine  Trust  Fund  has  allowed  us  to  supply  the  second  dose  of  measles  vac- 
cine universally  and  to  immunize  infants  with  Hib  vaccine.  Since  February  1991,  we 
have  distributed  over  385,000  doses  of  Hib  vaccine  and  we  have  already  seen  a  two- 
thirds  reduction  in  cases  of  invasive  Hib  disease  in  children  under  5  years  of  age. 

We  also  want  to  start  new  immunization  programs.  We  want  to  begin  immunizing 
against  hepatitis  b  and  we  would  like  to  start  planning  programs  for  not-yet  li- 
censed vaccines  for  diseases  such  as  chicken  pox.  But  to  continue  existing  immuni- 
zation programs  and  start  new  ones,  we  need  additional  federal  funds. 

Funding  for  immunization  is  money  well  spent.  For  example,  consider  the  eradica- 
tion of  small  pox.  Just  two  decades  ago,  this  disease  was  causing  illness,  debility  and 
death  world-wide.  But  through  aggressive  immunization  programs — like  the  ones 
I've  just  described — and  international  cooperation,  small  pox  was  eradicated  from 
the  world  by  1979.  If  interest  and  funding  were  available  to  continue  aggressive  im- 
munization efforts,  we  could  achieve  eradication  of  other  vaccine  preventable  dis- 
eases. 

In  conclusion,  I  would  like  to  thank  Senator  Kennedy  and  the  committee  for  the 
opportunity  to  speak  to  you  about  the  problems  facing  childhood  immunization  pro- 
grams and  our  attempts  to  solve  those  problems  in  Massachusetts.  Our  preventive 
immunization  program  is  successful.  Our  governor  and  state  legislature  are  commit- 
ted to  immunizations,  but  additional  funding  through  the  federal  block  grant  system 
and  vaccine  program  is  critical  for  us  to  continue  protecting  our  nation's  children. 

[Attachments  referred  to  above  submitted  by  Dr.  Lett,  follows:] 
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SELECTED  BENEFIT-COST  ANALYSES  OF  VACCINES 


Vaccine 


Benefit-Cost  Ratio 


Measles 

Mumps 
Rubella 

Combined  MMR 
Pertussis 

Polio 


Plotkin  and  Mortimer    Vaccines.  Philadelphia:  WB  Saunders  Co..  1988:  597 


VACCINE  PREVENTABLE  DISEASES 
NATIONWIDE  (1990) 

DISEASE  NUMBER  OF  CASES 

MEASLES  27,786 

MUMPS  5.392 

RUBELLA  1,125 

PERTUSSIS  4,570 

TETANUS  64 

DIPHTHERIA  6 

POLIO  7 


MDPH 
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MEASLES  CASES  PER  YEAR 
UNITED  STATES  (1960-1990)* 
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VACCINE  DISTRIBUTION 

MASSACHUSETTS 


State  Funds 


Federal  Funds 


Immunization  Program 


Purchase  of  All   Vaccines*   on  Federal  Contract 


Centra!  Storage  of  Vaccine  at  State  Laboratory 


Distribution  to  6   Regional  Depots 


Distribution  to  193  Boards  of  Health 


Universal  Distribution  to   All  Providers 


'Exception:  Influenza  Vaccine 
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MASSACHUSETTS  DEPARTMENT  OF  PUBLIC  HEALTH 
IMMUNIZATION  PROGRAM 


Immunization  Levels  in  Massachusetts 
Table  1 

Immunization  Survey  of  Children 
Enrolled  in  Kindergarten  and  Attending  Daycare 
(1990-91) 

DTP  (1)  0PV(2)  MMR  ( 3 1 

Kindergarten  99%  99%  9S% 

DayCare  98%  98%  99% 


Table  2 

Retrospective  Immunization  Survey  of  Two  Year  Old  Children 
Enrolled  in  Kindergarten  and  Attending  Day  Care 
(1990-91) 

DTP  (I)  0PV(2)  MMR  (3) 

Kindergarten      73%  88%  87% 

DayCart?  81%  92%  91% 


Table  3 

Immunization  Survey  of  College  Students 
(1990-91) 

MMR  (3)  TdU) 

Undergraduate  92%  95% 

Graduate  86%  88% 

Health  Science  95%  95% 


1  DTP-  Diphtheria.  Tetanus.  Pertussis  Vaccine 

2  OPV-  Oral  Polio  Vaccine 

3  MMR=  Measles.  Mumps.  Rubella  Vaccine 

4  Td«  Tetanus,  diphtheria  toxoid 


(revised  U/91) 
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VACCINE  PREVENTABLE  DISEASES 
Massachusetts  (1987-1990) 


DISEASE 

1987 

1988 

1989 

1990 

MEASLES 

66 

6 
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33 
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57 

15 
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The  Chairman.  Thank  you  very  much.  What  you  have  talked 
about  in  terms  of  the  universal  immunization  is  very  encouraging. 

Have  you  made  an  estimate  of  what  the  cost  would  be  if  the  deci- 
sion were  made  to  immunize  children  for  hepatitis? 

Dr.  Lett.  I  know  what  it  would  cost  for  Massachusetts  to  do  it.  It 
would  cost  an  additional  $2.4  million  a  year. 

The  Chairman.  As  a  person  who  had  the  mumps  and  the  whoop- 
ing cough  as  a  young  child,  and  who  has  had  personal  experience 
with  the  discomfort  of  that  experience  and  the  anguish,  obviously, 
in  a  personal  way  I  can  certainly  attest  to  the  desire  of  avoiding 
those  diseases. 

Let  me  ask  you — in  most  of  our  communities  in  Massachusetts, 
like  southeastern  Massachusetts  with  a  cultural  and  ethnically  di- 
verse population,  there  is  a  high  immunization  rate— and  I'm  sure 
you  know  the  figures  on  it — but  there  are  concerns  that  vaccine 
preventable  diseases  may  increase  because  of  the  cultural  differ- 
ences, and  with  the  immigration  bill  last  year  and  the  illegal  immi- 
grants who  have  come  into  the  United  States  from  countries  that 
don't  immunize  their  children,  do  you  feel  that  this  may  contribute 
to  the  problem?  Also,  I  have  heard  from  parents  down  in  southeast- 
ern Massachusetts  that  it  costs  them  $40  or  so  to  get  immunized, 
and  with  18  percent  unemployment  down  them,  many  of  them  are 
hard-pressed  to  move  ahead  on  it. 

Is  this  much  of  a  problem? 

Dr.  Lett.  Well,  first  I'd  like  to  say  that  linguistic,  culturally  ap- 
propriate access  is  a  problem,  and  we  are  working  to  address  that 
through  a  series  of  initiatives  to  train  local  outreach  workers.  But 
in  Massachusetts  people  should  not  be  being  charged  $40  a  shot  for 
immunizations,  and  I'd  like  to  know  where  that  is  happening  so  I 
can  address  that,  and  I'd  be  glad  to  speak  to  anyone  who  is  encoun- 
tering that  kind  of  an  economic  barrier. 

The  Chairman.  Don't  they  have  to  have  the  immunizations  to 
gain  entry  into  the  school  system? 

Dr.  Lett.  Yes,  they  do.  We  have  very  rigorous  school  immuniza- 
tion laws. 

The  Chairman.  And  if  they  have  not  been  immunized,  what  do 
they  do,  if  you  know,  down  in  New  Bedford? 

Dr.  Lett.  At  New  Bedford  there  are  a  number  of  public  health 
clinics  available.  There  are  immunization  clinics  at  the  local  health 
department  

The  Chairman.  So  they  can  get  them  virtually  free. 

Dr.  Lett.  Yes,  and  at  community  health  centers.  They  are  al- 
lowed to  charge  what  is  called  a  "reasonable  administration  fee," 
but  through  a  signed  agreement  with  us,  they  must  waive  that  fee 
if  the  patient  cannot  afford  to  pay. 

The  Chairman.  And  do  you  statistics  on  what  percent  of  children 
in  kindergarten  or  first  grade  are  covered  now  in  our  State? 

Dr.  Lett.  Ninety-eight  percent. 

The  Chairman.  That's  very  encouraging. 

Ms.  Brown,  your  testimony  was  very  compelling,  and  we  appreci- 
ate your  support  on  the  tobacco  legislation.  One  other  area  where 
we  need  to  be  doing  a  good  deal  more  is  the  battle  against  sub- 
stance abuse,  as  you  are  probably  familiar.  It  is  about  75-25  in 
terms  of  the  law  enforcement  versus  the  demand  side,  which  I 
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think  is  skewed  in  the  wrong  direction.  We  need  law  enforcement, 
clearly,  but  we're  not  dealing  as  effectively  as  we  could  in  terms  of 
the  demand  side.  We  hear  from  the  drug  czar  about  gateway  drugs, 
which  are  basically  tobacco  and  beer,  in  the  lower  grades  of 
schools.  We  are  interested,  and  you  made  a  very  eloquent  state- 
ment with  regard  to  the  health  implications  and  what  happens  to 
young  women,  and  what  we  might  do  in  terms  of  our  current  legis- 
lation. But  also  on  the  larger  scene  in  terms  of  gateway  drugs,  I 
think  a  very  compelling  case  is  made  that  it  is  imperative  if  we're 
trying  to  deal  with  the  other  issue  that  is  before  the  country  in 
terms  of  substance  abuse.  If  we  shortchange  the  ability  to  provide 
that  degree  of  education — and  the  Michigan  studies  of  young 
people  in  high  schools  are  so  reflective — this  has  been  documented 
in  the  last  5  years — of  increasing  appreciation  of  the  danger  of 
these  items.  You  see  a  very  significant  and  substantial  reduction  in 
terms  of  use.  This  is  in  addition  to  school  dropouts  and  hardcore 
problems  that  we  face  in  many  communities,  but  there  is  a  very 
important  and  dramatic  impact. 

This  is  just  as  true  in  terms  of  the  issues  on  gateway  drugs  of 
which  tobacco  is  one.  So  I  hope  you  can  help  us  beat  the  bushes  on 
the  allocation  of  resources  in  that  area  as  well. 

Ms.  Brown.  You  have  hit  on,  I  think,  the  primary  issue.  We 
have  already  proven  that  this  kind  of  an  approach  works.  We  have 
succeeded  in  convincing  38  million  people  to  give  up  the  tobacco 
habit,  and  we  have  no  notion  of  how  many  youngsters  we  have 
been  able  to  convince  to  avoid  it.  This  has  all  taken  place  not  by 
giving  them  a  pill  or  anything,  but  simply  by  the  dissemination  of 
information  and  the  research  into  and  development  of  behavioral 
modification  programs  that  do  work. 

So  I  am  in  perfect  agreement  with  you,  and  I'll  beat  any  bush 
you'd  like  me  to  beat  to  get  more  there. 

The  Chairman.  Well,  there's  only  one  around  that  I  had  in 
mind,  but  I  won't  ask  you  to  beat  that  one.  Thank  you. 

Ms.  Brown.  Thank  you. 

The  Chairman.  Senator  Simon. 

Senator  Simon.  First,  my  thanks  to  all  three  of  you. 

Dr.  Lett,  when  I  look  at  our  Attachment  7,  first  of  all,  universal 
distribution  is  clearly  something  that  ought  to  take  place  in  all 
States.  But  when  I  look  at  Texas  and  California,  and  California 
with  a  rate  on  measles  roughly  50  times  Massachusetts,  is  that  be- 
cause the  immigrant  population  there  is  much  higher?  Why  should 
those  figures  be  so  strikingly  different? 

Dr.  Lett.  I  believe  it  is  basically  because  of  lower  immunization 
rates  in  children  under  2  years  of  age.  They  do  have  large  immi- 
grant populations  in  California,  but  the  thing  about  communicable 
diseases  is  that  although  they  may  start  in  one  community,  they 
move  very  quickly  to  all  communities,  and  unless  children  are  vac- 
cinated at  a  very  early  age  on  schedule,  they  are  very  susceptible. 

Senator  Simon.  And  in  that  connection  let  me  just  add,  diseases 
don't  know  boundaries— not  only  of  a  community,  but  of  a  Nation. 
One  of  the  things  that  we  ought  to  be  doing  is  providing  much 
more  assistance  to  other  countries. 

I  am  digressing  a  bit  here,  but  in  August  I  was  in  Ethiopia.  They 
have  about  30,000  former  soldiers  in  camps,  many  of  them  wound- 
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ed  I  visited  one  camp  that  had  one  physician  for  9,000  people.  I  vis- 
ited what  was  called  a  hospital,  with  a  dirt  floor,  and  I  asked, 
"What  are  your  great  needs?"  I  thought  maybe  he'd  say  blood 
plasma.  He  said,  "Our  two  big  problems  are,  No.  1,  malnutrition, 
and  No.  2,  we  don't  have  antibiotics."  If  you  can  imagine  a  hospital 
without  antibiotics.  But  whether  it  is  Ethiopia  or  wherever  it  is,  we 
ought  to  be  reaching  out  to  people  and  helping  with  the  very  fun- 
damental needs. 

Ms.  Brown,  in  your  testimony  you  mentioned  that  in  California 
when  a  tax  of  25  cents  per  package  was  levied  to  support  anti- 
smoking  activities,  the  use  of  cigarettes  declined  14  percent.  Stud- 
ies— and  I  believe  they  were  by  Harvard — show  that  when  you  in- 
crease the  cost  of  cigarettes  teenage  smoking  particularly  goes 
down  very  markedly. 

So  that  when  Senator  Kennedy  and  I  and  others  look  at  where 
we  can  find  some  funds  for  the  Federal  Government,  one  of  the 
places  we  ought  to  be  looking,  on  the  basis  of  what  you're  saying 
here,  is  a  tax  on  cigarettes;  is  that  correct? 

Ms.  Brown.  If  you  made  cigarettes  $5  per  package,  you'd  prob- 
ably have  the  biggest  impact  you  could  have  on  the  reduction  of 
young  people  smoking.  So  you  then  run  into  the  problem — it's  not 
a  problem,  it's  really  a  joy — initially  you'll  have  a  lot  of  money; 
eventually  you'll  have  none,  because  hopefully  everybody  will  stop 
smoking,  and  your  $5  per  pack  tax  will  disappear.  But  the  14  per- 
cent came  down  almost  immediately,  I  think  as  a  combination  of 
the  information  that  was  given  out  for  the  passage  of  the  initiative 
as  well  as  for  the  cost  of  the  cigarettes.  And  the  smuggling  of  ciga- 
rettes that  people  predicted  because  of  the  added  tax  did  not  take 
place. 

May  I  add  one  other  thing,  Senator  Simon,  to  your  question  for 
Dr.  Lett.  As  Senator  Kennedy  and  Dr.  Lett  pointed  out,  by  the 
time — I  have  been  a  health  commissioner  in  Los  Angeles  for  a 
number  of  years,  and  you  mentioned  California  and  the  immuniza- 
tion program — it  is  true  that  by  the  time  children  reach  the  age  of 
five,  about  98  percent  of  them  are  inoculated  because  of  the  school 
demand.  However,  the  problem  lies,  as  I  gather  it — and  Dr.  Lett, 
stop  me  if  I  am  wrong — by  the  time  the  children  are  ages  two  and 
three. 

Dr.  Lett.  That's  right. 

Ms.  Brown.  And  it's  back  to  the  old  problem  of  now  money. 
Now,  in  Massachusetts  they  have  a  wonderful  program.  In  Califor- 
nia, it  really  runs  about  $120  to  get  the  whole  mess  of  immuniza- 
tions. That's  just  too  costly  for  people  who,  as  Dr.  Freeman  pointed 
out,  are  also  battling  poverty. 

So  part  of  your  answer  lies  in  those  children  under  five,  when 
they  are  not  yet  ready  to  enter  school. 

Thank  you  very  much. 

Senator  Simon.  I'm  not  sure  I  am  ready  to  advocate  $5  a  package 

tax  on  cigarettes,  but  

Ms.  Brown.  Try  it. 

Senator  Simon  [continuing].  I  don't  think  there  is  any  question 
that  if  we  were  to  have  some  kind  of  an  increase  we  would  have  an 
impact  on  the  physical  health  of  the  Nation  as  well  as  the  fiscal 
health. 
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Ms.  Brown.  Absolutely. 

Senator  Simon.  You  mentioned  something  that  Dr.  Pinn  also 
mentioned,  and  that  is  the  tie-in  of  poverty  with  health  problems. 
That  is  particularly  true  for  women.  Sixty-two  percent  of  the 
people  on  minimum  wage  today  are  women.  And  in  terms  of 
women  and  health  issues  and  research,  Barbara  Mikulski,  our  col- 
league from  Maryland,  has  been  particularly  helpful  in  educating 
me  about  the  needs  that  I  probably  have  not  been  as  aware  as  I 
should  have  been. 

You  mentioned  one  thing  on  breast  cancer,  that  it  has  gone  from 
one  out  of  20  women  to  one  out  of  nine.  Why  that  increase,  Dr. 
Pinn? 

Dr.  Pinn.  We're  not  certain  why  that  increase.  Some  have  sug- 
gested that  maybe  we  are  truly  seeing  an  increase  in  cancer. 
Others  are  suggesting  that  maybe  we  have  better  ways  of  detecting 
cancer.  I'm  not  sure  we  have  an  actual  answer  for  that  except  that 
all  data  seems  to  demonstrate  that  we  are  seeing  more  breast 
cancer.  Maybe  we're  picking  it  up  earlier,  but  that  doesn't  seem  to 
always  follow  through  because  for  women  who  did  live  long  enough 
if  they'd  had  a  lesion  earlier,  as  we're  seeing  in  young  women  now, 
not  just  older  women,  I  think  it  would  have  been  manifest.  So 
we're  not  sure  whether  it  is  just  due  to  better  methods  of  detection 
or  whether  it  is  truly  on  the  rise.  We  tend  to  think  it  is  probably 
increasing. 

Senator  Simon.  I  figured  by  your  second  day  on  the  job  you'd 
have  the  answer  for  us.  [Laughter.] 

I  appreciate  what  all  of  you  are  doing.  There  is  just  no  question 
we  can  do  much  better  as  a  Nation,  and  one  of  the  reasons  we're 
going  to  do  better  is  Senator  Kennedy  and  his  leadership.  I  am 
grateful  to  you,  Mr.  Chairman. 

The  Chairman.  Thank  you,  Senator  Simon. 

One  effort  that  I  might  just  draw  to  Senator  Simon's  attention  is 
that  the  World  Health  Organization  tried  to  make  a  project  for 
universal  immunization,  and  one  of  the  problems  was  the  issue  of 
refrigeration.  Vaccine  refrigeration  is  a  problem  in  developing 
countries.  To  complicate  this  problem,  there  are  virtually  no  com- 
panies trying  to  explore  development  of  non-refrigerated  vaccine 
because  there  is  no  powerful  lobby  for  it  except  if  you  were  able  to 
get  it  through  these  Third  World  countries,  most  of  which  have 
reasonably  decent  primary  care  systems — they  have  very  little  else 
in  many  instances — but  in  many  instances — not  all — they  have  ex- 
traordinary primary  care  systems,  like  Sri  Lanka  and  some  other 
countries.  The  cost  to  do  it  10  or  12  years  ago,  to  purchase  the  vac- 
cines in  other  countries,  was  about  $300  million,  they  estimated.  So 
I  know  the  Senator  feels  our  frustration  in  recognizing  what  could 
be  done  and  what  is  not  being  done  in  that  area,  and  I  suggest  that 
sometime — I  know  you  travel — you  talk  to  World  Health;  there  are 
some  rather  interesting  things  going  on. 

Let  me  ask  Dr.  Lett — are  we  using  the  killed  or  live  vaccine  for 
polio? 

Dr.  Lett.  We're  using  the  live  vaccine. 

The  Chairman.  Are  you  satisfied  with  your  own  studies  versus 
the  Scandinavian  countries  and  others  that  use  the  killed  vaccine 
that  the  live  vaccine  is  still  better? 
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Dr.  Lett.  Right  now  there  are  several  advantages  to  using  live 
vaccine.  One  is  that  it  is  slightly  more  immunogenic  so  it  protects 
people  a  little  better.  The  other  is  that  it  actually  causes  intestinal 
immunity,  so  if  someone  travels  abroad  and  is  exposed  to  polio 
virus  there,  they  will  not  come  back  and  infect  other  people,  where- 
as— this  is  sort  of  complicated — if  you  get  the  shot,  it  protects  you, 
but  you  could  still  be  infectious  to  others.  So  that  is  one  advantage 
to  keeping  polio  out  of  this  country. 

I  think  right  now  the  Centers  for  Disease  Control  is  looking  at  a 
combined  schedule  where  the  first  two  doses  would  be  the  killed 
vaccine  followed  up  by  one  or  two  doses  of  live  vaccine.  That  would 
eliminate  any  risk  of  vaccine  associated  polio,  which  you  may  know 
accounts  for  most  of  the  10  cases  that  we  have  every  year  in  the 
United  States. 

The  Chairman.  That's  always  one  of  the  great  ethical  issues.  If 
the  mother  brings  the  child  down  to  be  inoculated,  and  that  child 
gets  it,  even  though  it  says  one  in  a  million  or  one  in  1.2  million, 
and  someone  else's  child  doesn't  get  because  he  hasn't  been  vacci- 
nated, yet  that  child  is  immunized  because  of  the  association  with 
other  children  in  the  classroom — there  are  extraordinary  ethical 
issues,  as  you  well  know,  and  it  is  an  extraordinary  dilemma  that 
we  looked  at  sometime  ago,  but  I'm  always  interested. 

I  want  to  thank  you  all  very  much.  It  has  been  an  enormously 
and  moving  presentation  here  this  morning.  As  Senator  Simon 
said,  I  think  all  of  us  are  much  more  aware  of  the  need  for  focusing 
greater  attention,  research,  clinical  trials  and  so  on  on  women's 
issues. 

It  is  amazing  to  me  that  women,  who  are  the  nurturing  factors 
in  our  society,  have  been  left  out  and  left  behind  in  so  many  in- 
stances in  terms  of  the  research,  attention  and  priorities  in  terms 
of  health  care.  I  think  that  has  changed  importantly,  and  Senator 
Simon,  myself  and  the  other  members  of  the  committee  welcome 
the  opportunity  to  try  and  be  more  effective  in  responding  to  the 
challenge. 

Thank  you  all  very  much.  The  committee  stands  in  recess. 
[Whereupon,  at  12:08  p.m.,  the  committee  was  adjourned.] 
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